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EXECUTIVE SJJMMARX 

This Reregistration Eligibility Document (RED) addresses pesticide uses of putrescent whole egg solids. Products that contain putrescent whole egg solids are currently registered for use as a repellent in conifer nurseries, open greenhouses, established forestry plantations, 
ornamental woody shrubs and almond, fruit and citrus orchards. All products that contain putrescent whole egg solids as an active ingredient and that are registered for these uses are eligible for reregistration. 

The U.S. Environmental Protection Agency (EPA) has conducted a review of the 
scientific data base and other relevant information supporting the reregistration of putrescent whole egg solids and has determined that the data base is sufficient to allow the EPA to 
conduct a risk assessment. All applicable toxicology, ecological and environmental effect data requirements have been waived for this active ingredient. However, EPA believes other available information is sufficient to conclude that the currently registered uses of putrescent whole egg solids will not result in unreasonable adverse effects to human health or the 
environment. Putrescent whole egg solids is exempt from the requirement of a tolerance when used as an animal repellent in almond orchards (40 CFR part 180.1071).· 

Accordingly, EPA has determined that all products containing putrescent whole egg 
solids as the active ingredient are eligible for reregistration and will be reregistered when 
acceptable labeling and product specific dala are submitted and/or cited. Before reregistering each product, EPA is requiring that product specific data and revised labeling be submitted 
by the registrants within eight months of the issuance of this document. In an effort to 
reduce the time, resources, and number of animals needed to fulfill the acute toxicology data requirements for putrescent whole egg solids containing end use products, EPA has attempted to "batch • products considered to be similar with respect to acute toxicity testing -
requirements. However, this was not possible, so the registrant must individually satisfy the 
data requirements for each of their products. After reviewing these data and the revised 
labels, EPA will determine whether or not the conditions of FIFRA 3(c)(5) have been met, 
that is, whether product composition and labeling are acceptable and the product's uses will 
not cause unreasonable adverse effects to humans or the environment. If these conditions are met EPA will reregister the product. Any end-use products containing putrescent whole egg 
solids in combination with other active ingredients will not be reregistered until the REDs for 
all active ingredients contained in that product are issued. 
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I. INTRODUCTION 

In 1988, the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) was 
amended to accelerate the reregistration of products with active ingredients first 
registered prior to November 1, 1984. The amended Act provides a schedule for the 
reregistration process to be completed in nine years. There are five phases to the 
reregistration process. The first four phases of the process focus on identification of 
data requirements to support the reregistration of an active ingredient and the 
generation and submission of data to fulfill the requirements. The fifth phase is an 
EPA review of all data submitted to suppon reregistration. 

Section 4(g)(2)(A) of FIFRA states that in Phase S "the Administrator shall 
determine whether pesticides containing such active ingredient are eligible for 
reregistration• before calling in data on products, section 4(g)(2)(B), and either 
reregistering products or taking "other appropriate regulatory action, • sections 
4(g)(2)(C) and (D). Thus, reregistration involves a thorough review of the scientific 
data base underlying a pesticide's registration. The purpose of the review is to 
reassess the potential hazards arising from the currently registered uses of the 
pesticide; to determine the need for additional data on health and environmental 
effects; and to determine whether the pesticide meets the "no unreasonable adverse 
effects• criterion of FIFRA 3(c)(S). 

This document presents the EPA's decision regarding the reregistration 
eligibility of the active ingredient putrescent whole egg solids. The document consists 

.. , of five sections. Section I is this introduction. Section n describes putrescent whole 
egg solids, its uses and regulatory history. Section m discusses the human health and 
environmental assessment based on the data available to EPA. Section IV discusses 
the reregistration eligibility decision for putrescent whole egg solids and Section V 
discusses product reregistration requirements. Additional details concerning the 
review of available data are available on request. 1 

1 EPA's reviews of specific rqJOrts and information on the set of registered uses 
considered for EPA's analyses may be obtained from: EPA, Freedom of Infoi'I!lltion, 
401 M St., S.W., Washington, D.C. 20460. 



ll. CASE O""ERVIEW 

A. Chemical OVerview 

The following active ingredient is covered by this Reregistration 
Eligibility Document: 

Chemical Name: Putrescent Whole Egg Solids 

CAS Number: 51609-52-<l 

Office of Pesticide Programs Chemical Code: 105101 

B. Use Pmfile 

Th., following is information on the Yegistered use with specific use 
sites and application methods. A detailed table of eligible uses of putrescent 
whole ega solids is in Appendix A. 

Type or PestJclde: Repellent or Feeding Depressant 

Pests:. 

Use Sites: 

Black- and White-Tailed Deer, Roosevelt Elk and 
Mountain Beaver 

Terrestrial Food/Feed Crop: almond - not to be used 
within 30 days of harvest, and fruit and citrus orchards 
(unspecified) - use only when trees are dormant. 

Terrestrial Non-Food Crop: ornamental and/or shade 
trees, Ornamental woody shrubs and vines, established 
forestry plantations and conifer seedlings. 

Greenhouse Non-Food Crop: ornamental and/or shade 
trees. 

Outdoor Residential: ornamental and/or shade trees and 
ornamental woody shrubs and vines. 

-------·· 



Formulation Types 
Re&lstered: End-use 

Form: Dust at 36 90 active ingredient (a.i.) 

Methods of 
Application: 

Liquid - Ready to Use (RTU) at 5 90 a.i. 

Emulsifiable Concentrate at 15 90 and 37 90 a.i. 

Dust: The dust is applied to moist plants using a shaker 
duster to apply a light coating of the dust on the target 
plants. If dry, the plants must be wetted. 

Liquid: In nurseries or large greenhouses spray mixtures 
are applied to runoff to ensure coverage of the target 
seedlings. For established forestry plantations, 
ornamental woody shrubs,--almond, fruit, and citrus 
orchards a pressurized hand-held or back~pack garden 
sprayer is used and foliage is sprayed to achieve runoff. 
For large trees spray is applied to lateral branches that 
are potentially within the animals' reach. 

C. REGlJLATORY HISTORY 

EPA registered the tint putrescent whole egg solid-containing product 
on September 8, 1975. The currenUy registered products are used as 
repellents in the sites identified in Section ll. B. above. In 1985 EPA 
exempted putrescent whole egg solids from the requirement of a tolerance 
when used as an animal repellent in almond orchards (40 CFR 180.1071). 
Fresh eggs and eu products are Generally Recognized As Safe (GRAS) (21 
CFR 170.3), by FDA. 

3 



ill. SCIENCE ASSESSM;Th"J OF p!ITRf.SCENT WROLE EGG SOLIDS 

EPA has reviewed the scientific data base for putrescent whole egg solids 
relying on information submitted by the registrant. These are cited in Appendix C. 

A. PRODUCT CHEMISTRY ASSESSMENI 

Putrescent whole egg solids (inedible egg powder, dried whole egg, or 
powdered inedible egg solids), are produced from eggs which the USDA has declared 
inedible for human consumption due to cracked shells, excessive blood spots or other 
imperfections not conforming to standards set for food use. The final product is 
highly proteinaceous (50-55%) containing fat (28-34%), vitamins and minerals. 

Putrescent whole egg solids are produced by centrifuging whole eggs (cracked 
or broken) to separate the shell from the liquid egg. The liquid egg is pumped 
through a strainer to remove foreign material (shell pieces) then placed in a holding 
tank or passed through a pasteurizer. Following pasteurization, the liquid is cooled, 
spray dried, bagged and stored until shipping. At the time of use, the powdered eggs 
are hydrated which initiates the decaying process. This is repugnant and acts to repel 
the target pests. 

Quality control procedures include testing for total protein, fat and solid 
content, nutritional composition and for the presence or absence of Salmonella 
(standard requires complete absence), yeast and mold (standard requires less than 10 
CFU/gm), and coliforms (standard requires less than 10 CFU/gm). 

Putrescent whole egg solids have a faint orange to beige color with a slightly 
malty odor. The physical state of this material is described as a powder mixture of 
fine particles and loosely packed aggregates. Putrescent whole egg solids are 
insoluble in water, petroleum distillate, isopropanol and 1,1,1-trichloroethane. The 
bulk density is calculated to be 0.514 gm/ml and the pH is 6.4 (10% solution of dried 
whole egg in water). 

B. Enyjmmenta] and Human HcaJtb Aswsment 

EPA has developed a normative set of dala requirements, set forth in the 
regulations (40 CFR part 158) and the Agency's Reregistration Phase 2 Technical 
Guidance Document. These dala requirements must be addressed for pesticide 
reregistration. These regulations and the guidance document specify the necessary 
dala based on such factors including use sites, potential environmental and human 
(dietary and occupational) exposures, product formulation types, product application 
methods, and results of initial (TJ.er 1) studies. Due to the diverse nature and 
characteristics of pesticide products and their uses subject to reregistration, the 
Agency also recognizes the need to modify the dala requirements for ·specific 



I 
pesticides, including waiving certain data requirements, because such requirements are 
inappropriate or unnecessary for reregistration. 

The case-specific approach to waive individual data requirements has served to 
identify the appropriate data requirement sets for pesticide products. Further, the 
Agency believes there is a category of pesticide active ingredients for which a broadly 
reduced set of data requirements are appropriate for reregistration. Specifically, 
products in this category would be exempt from the generic data requirements for 
toxicology, residue chemistry, human exposure, ecological effects, and environmental 
fate on the active ingredient. The Agency believes there are numerous considerations 
which, when taken together, can form the basis for a conclusion that such a reduction 
in data requirements is appropriate for a particular pesticide active ingredient, while 
not compromising human health or environmental safety. 

There are, however, certain data requirements which are essential and may not 
be waived. Basic chemistry data on the active ingredient and formulated products are 
required for pesticides in this category so that the Agency has reasonable certainty of 
the pesticide's identity and chemical/physical characteristics. Also, acute toxicology 
studies for form:ilated products are required for the Agency to determine appropriate 
product labeling for potential hazards to those who handle or apply such products. 
However, these toxicology studies may be waived if an assessment of the product 
formulation, including the inert ingredients, indicates that such studies are 
unnecessary to determine appropriate labeling. 

In considering putrescent whole egg solids for reregistration eligibility, the 
Agency believes it is an active ingredient that should be considered for this broad 
waiver of the generic data requirements. The considerations that lead the Agency to 
this conclusion are as follows: 

Fresh eggs and egg products are Generally Recognized As Safe (GRAS) (21 
CFR 170.3), by FDA. Ega solids are also recognized as a common human food or 
significant component of a common human food. 

No reports of adverse effects have been submitted to the Agency for this active 
ingredient. There is no indication of any other significant adverse effects from 
putrescent whole egg solids to humans or the environment usociated with its use as a 
pesticide. 

1bis pesticide is Uled u a Tqldlen~ in conifer nurseries, open greenl!ouses, 
established forestry plantations, ornamental woody shrubs, almond, fruit, and citrus 
orchards. The active ingredient putrescent whole egg solids has a non-toxic mode of 
action for its taJiet peat. This pesticide can be presumed non-penistent based on 
knowledge of its composition. The egg solids' organic material is known to degrade 
rapidly in the environment to elemental constituents by normal biological, physical 



and/or chemical proce··~ tr.at can be reasonably expected to exist where the ~ticide 
is applied. 

Based on these factors the Agency d~ not believe generic data, beyond those 
data required to satisfy basic product identity and chemistry qu~tions (refer to 
Appendix B), are necessary to detennine if the current registered u~ of this active 
ingredient pose unreasonable risks to humans or the environment. Therefore, EPA is 
not requiring the submission of additional generic data for the active ingredient 
putrescent whole egg solids. However, EPA is requiring the submission of product 
specific data (product chemistry, acute toxicity and efficacy). The Agency believ~ 
that, based on the above factors, the ~ of registered products containing putrescent 
whole egg solids do not pose unreasonable risks to humans or the environment. 

IV. RISK MANAGEMENT AND REBEGISIRATIQN DECISION FOR 
PlJTBF:SCENT WROLE EGG SOLIDS 

A. Determination of E!jJibility 

Section 4(g)(2)(A) of FIFRA requires the Agency to determine, after · 
consideration of relevant data concerning an active ingredient, whether products 
containing the active ingredient are eligible for reregistration. For products 
containing putrescent whole egg solids u an active ingredient the Agency waived all 
generic data requirements except those for buic product identity and chemistry. 
These data were submitted and reviewed. In addition to these data the Agency hu 
considered the factors discussed above in Section m, regarding the natural occurrence 
of putrescent whole egg solids, common use u a food item, and the lack of reported 
adverse effects information. The Agency hu completed its consideration of these 
data and other factors and hu determined this information is sufficient to suppon 
reregistration of products containing putrescent whole egg solids u an active 
ingredient. The reregistration of particular products is addressed in Section V. of this 
document. 

A!thou&h the Agency hu concluded that products containing putrescent whole 
egg solids are eligible for reregistration, the Agency may take regulatory actions in 
the fun= that would affect the continued registration of putrescent whole egg solid­
containing products if significant information about this active ingredient and/or its 
products comes to the Agency's attention. Such regulatory action c:ould include 
requiring the submission of additional data if the data requirements for registration (or 
the guideline& for generating such data) chanae. 
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B. Addjtiona! Generic Data Requirements 

The generic data base supporting the reregistration of products containing 
putre=t whole egg solids has been reviewed and determined to be substantially 
complete for reregistration. 

C. I a!xillng Requirements for Manufacturing-Use Pro!lucts of 
Putrescent Wbolc Egg Solids 

There are no manufacturing-use products registered. 

V. ACDQNS BEOJIIBED BY REGISTRANTS OF END-USE PRODUCTS 

A. Determination of EljfihiJity 

Based on the reviews of the generic data for the active ingredient putrescent 
. whole egg solids, the products containing this active ingredient are eligible for 
reregistration. Section 4(g)(2)(B} of FIFRA calls for the EPA to obtain any needed 
product-specific data regarding the pesticide after a determination of eligibility has 
been made. The EPA will review these data when they have been submitted and/or 
cited and determine whether to reregister individual productJ. · 

.. ,..1: Product Specific Data Reqyin;menta 

The product-specific data requirements are stated in Attachment C. 

2. Labeling Requirements for End-Use Pro!lucts Containjog 
Putrescent Wbolc Egr; So!jds 

The labe1J and labeling of all productJ must comply with EPA's current 
regulations and requirements. Instructions to comply with these requirements are 
cootained in the Product Rc:registration Handbook. 

1 



APPENDIX A 

Putrescent Whale Egg Solids Use Patterns Subject to Reregistration 
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APPENDIXB 

Generic Data Requirements for Putrescent Whole Egg Solids 
and Data Citations Supporting Reregistration 
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GUIDE TO APPENDIX B 

Appendix B contains listings of data requirements which support the reregistration for 
the pesticide covered by this Reregistration Eligibility Document. 

Appendix B contains generic data requirements that apply to the pesticide in all 
products, including data requirements for which a "typical formulation• is the test 
substance. 

The data table are generally Ofianized according to the following format: 

!.Data Requirement (Column 1). The data requirements are listed in the order of 
appearance in 40 CFR Part 158. The reference numbers accompanying each tist refer to the 
test protocols set out in the Pesticide Assessment Guidelines, which are available from the 
National Technical Information Service, 5285 Port Royal Road, Springfield, VA 22161. 

2 .Bjbliomnl!ic citation (Column 2). If the EPA has acceptable data in its files, this 
column lists the identifying number of each study. This normally is the Master Record 
Identification (MRID) number, but may be a GS number if no MRID number has been 
assigned. Refer to the Bibliography Appendices for a complete citation of the study. 



APPENDIX B 

Generic Data Supporting GLideline Requirements for Reregistration 
of Putrescent Whole Egg Solid · 

Putrescent Whole Egg Solids 
RandremaJt ___ . Citation 

PRQDUCI CIIEMJSTR.Y 

tS1B-10 
1S1B-ll 
1S1B-12 
1S1B-13 
1S1B-IS 
IS1B-16 

· 1S1B-17(a) 
1S1B-17(b) 
1SIB-17(c) 
1S1B-17(d) 
1S1B-17(f) 
1SIB-17(g) 
1S1B-17(h) 
IS1B-17(i) 
IS1B-17(j) 
1S1B-17(p) 

Product Identity 
Manufacturing Process 
Discussion of Ponnation of Unintentional Ingredients 
Analysis of Samples 
Certificstion of Limits 
Analytical Methods 
Color 
Physical State 
Odor 
Melting Point 
Density 
Solubility 
Vapor Prasure 
pH 
Stability 
Octanoi/Water Partition Coefficient 

ll 

42072101 
42072101 
42072101 
42072102 
42072102 
42072102 
42072103 
42072103 
42072103 
42072103 
42072103 
42072103 
42072103 
42072103 
42072103 
42072103 

., 





APPENDIXC 

Citations Considered to be Part or the Data Base 
Supporting the Reregistration or Putrescent Whole Egg Solids 



GUIDE TO APPENDIX C 

1. CONTENT OF BffiUOGRAPHY. This bibliography contains citations of all studies 
considered relevant by EPA in arriving at the positions and conclusions stated 
elsewhere in the Reregistration Eligibility Document. Primary sou= for studies in 
this bibliography have been the body of data submitted to EPA and its predecessor 
agencies in support of past regulatory decisions. Selections from other sou= 
including the published literature, in those instances where they have been considered, 
will be included. 

2. UNITS OF ENTRY. The unit of entry in this bibliography is called a "study". In 
the case of published materials, this corresponds closely to an article. In the case of 
unpublished materials submitted to the EPA the EPA has sought to identify documents 
at a level parallel to the published article from within the typically larger volumes in 
which they were submitted. The resulting "studies" generally have a distinct title (or 
at least a single subject), can stand alone for purposes of review, and can be described 
with a conventional bibliographic citation. The EPA has attempted also to unite basic 
documents and commentaries upon them, treating them as a single study. 

3. IDENTIFICATION OF ENTRIES. The entries in this bibliography are sorted 
numerically by Master Record Identifier, or MRlD number. This number is unique 

- to the citation, and should be used at any time specific reference is required. It is not 
related to the six-digit • Accession Number" which has been used to identify volumes • 
of submitted studies; see paragraph 4(d)(4) below for further explanation. In a few 
cases, entries added to the bibliography late in the review may be preceded by a nine­
character temporary identifier. These entries are listed after all MRlD entries. This 
temporary identifier number iJ also to be used whenever specific reference is needed. 

4. FORM OF ENTRY. In addition to the Master Record Identifier (MRID), each entry 
consists of a citation containing standard elements followed, in the case of material 
submitted to EPA, by a clcscription of the earliest known submission. Bibliographic 
conventions used reflect the standards of the American National Standards Institute 
(ANSI), expanded to provide for oertain special needs. 

L Audlor. Wbeoever the EPA could confidently identify one, the EPA has 
cboseo to show a penonal author. When no individual was identified, the 
EPA has shown an identifiable laboratory or testing facility as author. As a 
last reaort, tbe EPA has shown the tint submitter u author. · 

b. Document date. When the date appears u four digit.t with no question marks, 
the EPA took it directly from the document. When a four-digit date iJ 
followed by a question mark the bibliographer deduced the date from evidence 
in the clocumeat. When the date appears u (19?7), the EPA was unable to 
determine or estimate the elite of the document. 



c. Title. In some cases, it has been necessary for EPA 
bibliographers to create or enhance a document title. Arly such editorial 
insertions are contained between square brackets. 

d. Trailing parentheses. For studies submitted to the EPA in the past, the trailing 
parentheses include (in addition to any self~xplanatory text) the following 
elements describing the earliest known submission: 

(1) Submission date. The date of the earliest known submission appears 
immediately following the word "received. • 

(2) Administrative number. The next element, immediately following the 
word "under," is the registntion number, experimental use permit 
number, petition number, or other administntive number associated 
with the earliest known submission. 

(3) Submitter. The third element is the submitter, following the phrase 
•submitted by. • When authorship is defaulted to the submitter, this 
element is omitted. 

(4) Volume Identification (Accession Numbers). The final element in the 
trailing parentheses identifies the EPA accession number of the volume 
in which the original submission of the study appears. The six-digit 
accession number follows the symbol "CDL, • standing for •company 
Data Library. • This accession number is in tum followed by an 
alphabetic suffix which shows the relative position of the study within 
the volume. For example, within accession number 123456, the first 
study would be 123456-A; the second, 123456-B; the 26th, 123456-Z; 
and the 27th, 123456-AA. 

l1 
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n JIC'ftc:. u- a ... T~'i'.:._ 
I<AITioHCII NOTICE TC KANt1FAC'l't11tU.S, PRODUeD.S, 101\MtnATORS, AND RZOISTRANTS OF PZSTIC%DES 

• 
I 

ATTENT%0Nr Persona Reaponai~le for·Federal Re~iatration of Peati~ide ProdY~ta. 

S't711onC"r I A~~rac:y of State4 Per~enta~ea for %nqredienta ltataaent 

z. pguooszr 
'l'he purpo ... of this ~oti~a -ie ·to ~lari"fy the "Ofti~e ·of P .. tidde Pr~raa•a policy vith reape=1; to tlle atateaent of per~enta~ea in a peati~ide'a label'• inqredient atataaent. Spe~ifi~ally, tba aaount (per~ent by vei~ht) of in~redient(a) ape~ified in tba in~redient atateaent on tlla label ayat ~· stated aa tlla noainal ~on~antration or au= inqradiant(a), •• that tera 1a defined in 40 erR 151.15l(i). A~~ordinqly, tha Aqency haa eat&bliahad tha noainal ~on~antration aa tlla only a~~•Pt&Dla label elaia tor tlla aaount or a~tiva in~rediant in tlla proctu~. 

•· U • IIAC:XOOVJID 

• 

For eoaa tiaa tlla Aqancy hal ac~epted tvo diffarant aatllocta of idantifyinq on the l&bal vhat par~antaqa ia ~laiaad tor tba inqredient(a) contained in a peati~ida. loa• applicant• claiaed a per~antaqa vbicll rapraaanted a laval tletvean tha upper and tba lover cartifiM liaiu. Thia vaa referred to aa tlla noainal con~antration. Otbar appli~anta claiaed tha lower liait aa tha per~antaqa of the infredient(a) that would be ·~~ad to tla present in ~11' product at tha and of tha proctu~t'a ataalt•lita. Unfort~ma~ly, t!lla lad to a .,reat deal ot contulion uont tba retUlatM ~. t.ha requlaton, and tha conauaare aa to axa~ly bow aucll of .a tlvu infrediant vaa 1n a tivan product. 'l'ba Aqancy baa .. C&tlliaha4 the noainal con~antration aa tha only ac~eptatlla laH.l olaJa tor tile uount or ac:tive infradiet in the product. 
C\lrnnt nqulattou nqulra that tha parcanUt• .Uated in tha active lntradlant atat .. ant ba aa praciaa aa poaait~le ratla~tinq food aanutactud119 prac:tlcea 40 cnt 151.10(9) (I). ~e certified llaita required tor eacls active ln.,rediant · an intended to anooapaaa any aucls •tooll aanutac:t\11'1119 prac:tic:e• va::iationa. 40 C:nt-151.175 (c)(J). 

--------- -----~ -
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The ~~~~·r en~ lover cartitie~ liaita, vhich auat be ~ropoaad in connection vith a pr~uct'a reqiatration, re~raaant the aaounta ot an inqrediant that aay leqally be ~reaant 40 CTR 151.175. Tha lover cartitie~ liait ia 1.111~ 11 the antorce~l• lover limit tor the ~roduct coa~oaition accor~inq to FirRA aaction 12(a)(1)(C), vhile the noainal concentration a~pearinq on the l~al voul~ ba the routinely achieve~ concentration uaa~ tor calculation ot doaaqea an~ ~ilutiona. 

The noainal concentration voul~ in ta~ atate the qreataat daqrea of accuracy that ia varranta~ vith raa~act to actual pr~uct coa~oaition bacauae the noainal concentration vould be the aaount ot active inqre~ient typically to~d in the product. 
It ie ia~ortant tor raqiatranta to nota that cartitie~ liaita tor active inqre~ienta are not conaidere~ to be tra~e aacret '. information un~er FIT.RA aection lO(b). In thia reapact the cartitil4 liaita vill be routinely ~rovi~ed by IPA to Statea tor antorceaant ~urpoaea, ainca the noainal concen~ation a~~aarin9 on tha l~l uy not re~reaant tha_a_nlorcal.ble coa~oaition tor purpoaaa ot ••~ion 12(&)(1)(C). -

-III. UQtiiUXZHTS 

u daacribad Dllov ~~•r tlni t v. • CCIOLUMc:a SCI!IlXI'l.l, • all currently retiatered produ~a aa vall aa all application• tor nev raqiatration auat coa~ly vitA thia Notice by apacityinv the noainal concantratioll axpreuad aa a parcanta91 by vai9ht aa the 1~11 claia in thl in91"ediant(a) atataaent and equivalence atataaerita it -applic~la (a.,., alimental araanio, aetallio aino, aalt of an ... aci~). In ~~~ition, tha requireaant tor pertonain9 aaapla analyaaa ot five or •ora rapreaantativa aaaplaa auat be tultillad. Copiaa ot the rav analytical data •u•t be a@aittacl vitls t.ha noainal iniracliant label . claiJt, ~rthar intonation uaut the analyaia raquir•••nt aay be touncl in the 40 era 111.110. All proclucta are raquirlcl to p~icla cartitilcl li•iu for aa.:b active, inert in.,redieat, ta~itiaa of toxicolO;ical li9ftificanca(i.a., upper liait(l) only) and on a caaa by caaa baaia •• apacifiacl by IPA. Tl\111 liaita are U be aat l>&aecl Oft nfi'UUUU'M a.upU.ft!J and chaaical aaalyaia(l.a., quality control) of t.ha product • .. 
fta tonat of t.ha lnqracliant atatuant nat confon u 40 cnt lSI•t&balint aaqulruanu ror Paatioidaa and D«Ylcea. 
AftU' .7\111' 11 ltt7, all p.atto1Ca lrlfleclloat autueata auat 1M chi.Dfecl to I'Oa1M1 oonceauauoa. . 
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IV. PRCDac::'! TKAT UQOlU 17FICAC'l OAT.\ 
All peati~idaa are ra~irad to be attie&~ioua. Tbaratora 

the ~•rtitiacS lover liJiita aay l'lOt be lover t.hai'J t.ha ail'lia~a ' 
laval to a¢biava efficacy. Thia ia •~reaaly iaportal'lt for 
producta vhieh era il'ltal'ldad to COI'ltrol peat• Vhieh t.hreatel'l t.he 
P~lic health, a.q., cartail'l al'ltiaicrobial al'ld r~al'lticida 
producta. Refer to 40 CT.R 151.,40. 

Il'l thoaa caaaa vhara atfi~acy liaita !lava baal'l aatabliahed, 
t.ha Aqancy vill not ac~apt certified lover liaita vnicn are balov 
that laval for the shalt lite ot.t.ha pr~u~. 
'!. COM~t.IA.IICI SCHZWU: 

Aa daacribad earlier, the purpoae ot thia Notice ia to .. ka 
the raqiatratiol'l procaaa aora unitora al'ld aora aal'laqaabla tor 
both t.ha aqal'lcy al'ld t.ha r•9'llatacS ~oUWtity. It La t.ha Aqal'ley'a 
il'ltal'ltion to iapl .. .nt t.ha raquir .. anta ot tAia notice aa 
aaootnly •• poaaibla ao •• not to diarupt or delay the Aqancy•a 
lliqn priority proq:rua, 1. •·, :rar8fiatntion, nav cll .. ical, or .• 
taat tra~x CFIFRA ••~ion l(~)(l)Ca). Therefore, applicanta/r8fiatranta are a¥pe~acS to eosply vitA the raquiraa.nta ot tAla Woti~• •• follovaa 

(1) 114f1M1"9 .1uly 1, un, all nav pro4~ r8fiatrat1ona a~a1tte4 to the A;.ncy are to ~oaply vitA tbe req~~ir .. eu of tbia Wotic:a. 
(2) a89iatn11U !uiYillq prodlac:U ~jeft to :raratiatration ~•r PIPRA aaction •cal a:ra to c:oaply vitA tile req~~1raacnta of taia Hot1c:a vnan apec:it1c: produc:ta are called 1a IDy tbe Aq.ncy ~•r Pbaae V of the Jlar8fiatraUon fto,ru. (3) All other prodlac:U/appUcatioM that are not a~j•~ to (1) and (2) ~e will have until July 1, 1tt1, to coapli vita tale Notioe • su= appUc:at£one ahw 4 ~· •c:onvenion to N .. inal eoncent:rat1on• on tllo application fora. 'ns••• t~a of uoMaol'lU v1U. not IN ll&n41ecl ·a a •rut Track• appUc:aUona ~t vU1 IN h.ulclle4 a• rwt£no ~uu. vz. roa tuifiW ~no• 

conucc T')tono ~on for llltorwatioa or 41"UtiOM c:onoeminq 
~ ~100 Oft (703) 117•1024. 

-~----------· ·---· 
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CUT!FIEP tJAXL 

UNITEO STATES ENYIFIONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. :10460 

DATA CALL-IN NOTICE 
CIO'JC:t OF 

l'liTICIOU 4NC TOXIC 
II.UTAHCU 

Dear Sir or Madam: 

This Notice requires you and other raqistrants of pesticide 
products containinq tha active inqradiant identified in 
Attachment A o! this Notice, tha pata Call-In Chemical Status 
Sheet, to sUbmit certain product specific data as noted herein to the u.s. Environmental Protection Aqancy (EPA, the Aqancy). 
These data are necessary to maintain tha continued raqistration 
o! your product(s) containinq this active inqradiant. Within 90 
days a!t!r. you racaiva this Notice you must respond as sat forth in Section III below. Your response must state: 

1. How you will comply with the requirements sat forth in 
this Notice and its Attachments A throuqh G: or 

2. Why you believe you are exempt from the raquiramants 
listed in this Notice and in Attachment c, 
Rtquirtmenta Statui and Rtqit%ttnt 1 1 -Rtspontt Fp;m, (aee 
section III-B); or 

l. Why you believe EPA should not raquira your sUbmission 
ot product specific data in the manner specified by this 
Notica (sse section III-D). 

It you do not respond to this Notice, or if you do not 
satisfy EPA that you will comply with its requirements or should 
be exempt or excused from doinq so, than the raqistration of your 
product(s) sUbject to this Notice will be sUbject to suspension. 
We have provided a list of all of your products subject to this 
Notice in Attachment 1, Data call-In Resppnsa Form, as wall as a 
list of all raqistrants who ware sant this Notice '(Attachment !'). 

The authority tor this Notice is section l(C)(2)(1) of the 
Federal Insecticide, !'unqicida and Rodenticide Act as amended 
(FIFRA), 7 u.s.c. section ll,a(c) (2) (1). collection ot this 
information is authorized under the Paparwor~ Reduction Act by 
OMB Approval No. 2070-0107 (expiration data 12-31-!12). 
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This Notice is divided into six sections and seven 

Attachments. The Notice itself contains information and 
instructions applicable to all Data Call-In Notices. The 
Attachments contain specific chemical information and 
instructions. The six sections of the Notice are: Section I 

Section II Section III 
Section IV 

Section v 
Section VI 

- Why You Are Receivinq This Notice - Data Required By This Notice - Compliance With Requirements Of This Notice 
- Consequences Of Failure To Comply With This Notice - Reqistrants' Obliqation To Report Possible Unreasonable Adverse Effects - Inquiries And Responses To This Notice The Attachments to this Notice are: __ 

A - pota Call-In Chemi;al statua Sht•t B - Data Call-In pespenst Form C - Requirtmepts Status apd Rtgistrant's Rcaponat Form 
D - EPA Grouoine of End-Use Products for Mtttinq Aeuta 

Toxisoloqy pata Rtquirementa for Bcr•giatration 
E - EpA Aeeeptapct Crittria F - List ot Rtqistranta Rtetiving Thit Notie• G -Cost Share apd Data Compensation Form•· and Produst 

Spa;ifis pata Bsport Form 

SECTION I. HHX YOp An REC!!YINii THIS NOT!e!: 
The Aqency has reviewed existinq data tor this active 

inqredient and reevaluated the data needed to support ~ontinued 
registration of the subject active inqredient. The Aqency has 
concluded that the only additional data necessary are product 
specific data. No additional qeneric data requirements are being 
imposed. You have bean sent this Notice because you have 
product(s) containinq the sUbject active inqredient. SECTION II. QATA UOUIUP IX TH!S HOTISJ: II-A. pATA BE9QYBJP 

The product specific data required by this Notice are 
specified in Attachment C, Rtquirtmtnta Statu• an4 Rtqiatrant•• 
Response ror;. Dapendinq on tbe results ot the studies required in 
this Notice, additional testinq aay.~e required. 

----



3 

II-B. SCHtOYLt lOB SuBMISSION OF pATh 

You are required to submit the data or otherwise satisfy the 
data requirements specified in Attachment c, Requirements Status 
and RegistrAnt's Respopse lor;, within the timeframes provided. 

All studies required under this Notice must be conducted in 
accordance with test standards outlined in the Pesticide Assessment 
Guidelines for those studies for which quidelines have been 
estal:llished. 

These EPA Guidelines are available from the National Technical 
Information Service (NTIS), Attn: order Desk, 5285 Port Royal Road, 

·Springfield, Va 22161 (tal: 703-487-4650). 

l'rotocols approved l:ly the Orqanization-for-J:conomic 
cooperation and Development (OECO) are also accaptal:lle if the OECO­
racommendad test standards conform to those specified in the 
Pesticide Oata Requirements raqulation (40 CFR 1 158.70). When 
using the OECO protocols, they should be modified as appropriate so 
that the data generated l:ly the study will satisfy the requirements 
of 40 CFR 1 158. Normally, the Agency will net extend deadlines 
tor complying with data requirements when the studies ware not 
conducted in accordance with acceptable standards. The OECO 
protocols are available from OECO, 1750 Pennsylvania Avenue N.W., 
Wa•hinqton, c.c. 20006. 

All new studies and proposed protocols submitted in response 
to this Oata Call-In Notice must be in accordance with Good 
Laboratory Practices [40 CFR Part 160.3(a)(6)]. 

II-D. RJGISTRANTS RECJIVINW PB%YIOUS SECTION 3Cc) CZl Cll NOTiegs 
Issu:p BX THE AGJHCX 

Onl~ss otherwise noted herein, this pata Call-In doaa not in 
any way suptrltdt or chang• tb• rtquirtmtntl of any prtvioua pata 
Call-InCsl, or any other agreements entered into with the Agency 
pertaining to such prior Notice. Registrants aust comply with the 
requirements of all Notices to avoid issuance of a Notice of Intent 
to Suspend their a.ffected products. 

SECTION III. coMPLIANCE WITH UouiJWm!TS or THIS HOTieJ 
,· 

III-A. senpuu POB U:SPONpnfq TO TU a.qpc;x 

The appropriate responses initially required by this Notice 
for product specific data aust be subaittad to the Agency within 90 
days attar ycur receipt of this Notice. Failure to adequately 
respond to this Notice within to days of your receipt wil'l be a 
basis for issuing a Notice of Intant to Suspend (NOIS) affecting 
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your products. This and other bases tor issuance of NOIS due to 
failure to comply with this Notice are presented in Section IV-A 
anc! IV-B. 

III-!. OpT!ONS FOR BgSp9Npi~G TO THt AGtNCX 
The options tor respondinq to this Notice for product specific 

data are: (a) voluntary cancellation, (b) aqree to satisfy the 
product specific data requirements imposed by this Notice or (e) 
request e data waiver(s). 

A discussion of how to respond if you choose the Voluntary 
Cancellation option is presentee:! below. A discussion of the 

- various options available tor satiafyinq the product specific c:!ata 
requirements of this Notice is contained in Section III-C. A 
discussion of options relatinq to requests for data waivers is 
contained in Section III-D. 

There are two forms that accompany this Notiee.of which, 
dependinq upon your response, one or both must be used in your 
response to the Aqeney. These forms are the Qata-Call-In Response 
~. and the Requirements Status and Registrant's Response rorm, 
Attachment B and Attachment c. The pata Coll-In Response Form must 
be sUbmitted as part of every response to this Notice. In 
addition, one copy of the Requirtrnepts Status and Btgistrapt's 
Bespopse Form must be submitted for each product listed on the 
pata Call-Ip Bespopst Form unless the voluntary cancellation option 
is selected or unless the product is identical to another (refer to 
the instructions for completinq the pata Call-In Beapon•• Form in 
Attachment B). Please note that the company's authorized 
representative is required to siqn the first paqe of the pata Call· 
Ip Respens• Form and R•;¥it•m•n%• Status and Rtgiatr•nt'• Rtapsnse 
~ (it this form is required) and initial any subsequent paqes. 
The forms contain separate detailed instructions on the response 
options. Do not alter the printed material. If you have questions 
or need assistance in preparinq your response, call or write the 
contact person(s) identified in Attachment A. 

1. Voluntary cancellatipn - You may avoid the requirements of 
this Notice by requestinq voluntary cancellation ot your product(&) 
containinq the active inqredient that is the sUbject of this 
Notice. If you wish to voluntarily cancel your product, you •ust 
sUbmit a completed pata Call-In Beaponse Fo;m, indicatinq your 
election of this option. Voluntary cancellation is item number 5 
on the pata Call-In Response [p;m. If you choose this option, this 
is the only form that you are required to complete. If you choose to voluntarily cancel your product, fu~..her sale 
and distribution ot your product after the effective date of 
cancellation must be in accordance with the Zxistinq Stocks 
provisions of this.Notice Which are contained in ~action IV-C. 
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2. Satisfying the produ;t Spteitig pota Rtquire~ents of this 

Notice. There are various options avail~le to satisfy the product 
specific data requirements ot this Notice. These options are discussed in Section III-C ot this Notice and comprise options l through 6 on the Btquiramenta StatUI And Registrant'• Btsponlt Form 
and item numbers 7a and 7Q on the pata Call-In Respon•• Form. Deletion of a use(a) and the low volume/minor uae option are not valid option• tor fulfilling product apecitic data requirements. 3. Roquast tor Product spfeitic Data Woiycra. Waivers tor product apecitic dtta art discusttd in Section III-D ot thia Notice 

and are covered QY option 7 on the Requirements Statu• and Registrant's Response For;. It you.chooae thia option, you must sUbmit Qoth forms aa vall aa any other information/data pertaining 
to the option choaen to address the data requirement. IIr-c sa::rsrxxNo THE pAn uou:rRnrorts or TS+s NOT+bJ! 

it you acknov}•dge on the pata call.;,In Ruponle ;orm that you 
agree to aatisty the product apecitic data requirements (i.e. you 
select option 7a or 7Q), then you must aelect one of the six cptions .on the Rtquirtments Status and Registrant'• B••ponst Form related to data production tor each data requirement. Your option 
selection should Qe entered under item number t, •Regiatrant Response.• The aix options related to data production are the first six options discussed under item t in the instructions tor 
completinq the Requirtments S~atua and Registrant•• Rtsponlt Form. 
These six options are listed immediately Qelov with information in 
parentheses to quide registrant• to additional instruction• provided in thia Section. The optiona are: 

(1; 

(2) 

(3) 
(4) 

(5) 

(IS) 

I will generate and aubmit data within the apecitied timetrame (Developing Data) I have entered into an agreement with one or aore registrants to develop data jointly (Coat Sharing) . I have made otters to cost-ahara (Otters to Coat Share) I aa aubaitting an exiating study that has not ~een aubmitted previously to the Agency ~y anyone (S~itting an EXisting study) I aa submitting or citing data to upgrade a study classified ~y IPA as partially accept~le and upqrade~le c~rading a studr> I aa citing an ex ating atudy that EPA haa claaaified a• accept~le or an existing atudy that haa ~en aubaitted ~ut not reviewed J:ly the Agency (Citing Ill IXiating Study) Option 1. Q«yelgpinq pata -- If you cbooae to develop the required data it auat J:le in conformance with Agency deadline• and vi th other Agency requir-enta a a referenced herein and in the attachment&. All data generated and auJ:Iaitted aust comply with the 
Good La!:lorato:ry PJ'actice (GLP) rule (40 en Part UO), J:le conducted 
according to the Peaticide Aaaeaaaent Guideline• (PAG), and J:le in conformance with the re~ir-enta of P.R Motice 115•5. 

-- - . - -------



li 

.. 

6 

The time frames in the Requirements Status and Regi$trant•s 
Response For; are the time frames that the Aqency is allowinq for 
the submission of completed study reports. The noted deadlines run 
from the date of the receipt of this Notice by the reqistrant. I! 
the data are not submitted by the deadline, each reqistrant is 
subject to receipt of a Notice of Intent to Suspend tha affected 
reqistration(s). 

If you cannot submit tha data/reports to tha Aqancy in the time 
required by this Notice and intend to saak additional time to meet 
tba raquirements(s), you·~ submit a request to tba Aqency which 
includes: (1) a detailed description of tha expected difficulty ana 
(2) a proposed schedule includinq alternative dates for meetinq 
such requirements on a stap-by-stap basis. You must explain any 
technical or laboratory difficulties and provide documentation from 
the laboratory performinq tha testinq. While EPA is considerinq 
your request, the oriqinal deadline remains. The Aqency will 
respond to your request in writinq. If EPA does not grant your 
request, the original deadline remains. · Normally, extan•ions can 
be requested only in casas of extraordinary testinq problems·beyond 
tha expectation or control of the reqistrant. Extensions will not 
be given in submitting the 90-day responses. Extensions will not 
be considered if the request for extension is not made in a timely 
fashion: in no evant shall an extension request be considered if it 
is submitted at or after the lapse of the subject deadline. 

Option 2. Agree to Share in Cost to p.velop pats --Registrants 
may ~ choose this option for acute toxicity data and certain 
efficacy data ~ only if EPA has indicated in the attached data 
tables that your product and at least one other product are similar 
for pur.poses of depending on the same data. If this is tha case, 
data may be generated for just ona of tha products in tha group. 
Tha registration mm"u of the product for which data Kill be 
submitted ~ ba noted in the agreement to cost ahara by the 
reqistrant selecting this option. If you choose to entar into an 
aqreement to share in tha cost of producing tha required data but 
vill not be submitting the data yourself, you must provide the name 
of the registrant Mho will be submitting the data. You must also 
provide EPA with documentary evidence that an agreement bas bean 
formed. such evidence may be your latter offering to join in an 
agreement and tha other registrant's acceptance of your offer, or a 
written statement by tha parties that an agreement exists. The 
agreement to produce the data need not specify all of the ta~s of 
tha final arrangement between the parties or the machanin to 
resolve the terms. Section 3(c)(2)(B) provides that if the parties 
cannot resolve the terms of the aqraamant they aay resolve their 
differences through binding arbitration. 

Opj;ign 3, Offer· to Shart in 'tht C:g•t. pf pata P.ytlepmtnt; -.­
This option only applias to acute toxicity and certain efficacy 
data as described in option 2 above. If you have made an offar to 
pay in an attempt to enter into an agraamant or amend an existing 
agreement to mast tha raquiramants of this Notice and have bean 

.. 
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unsuccessful, you may request EPA (by selecting this option) to exercise its discretion not to suspend your registration(s), although you do not comply with the data submission requirements of this Notice. EPA has determined that as a general policy, absent other relevant considerations, it will not suspend the registration of a product of a registrant who has in good faith sought and continues to seek to enter into a joint data development/cost sharing pr~ram, but the other registrant(s) developing the data has refused to accept your otter. To qualify tor this option, you must submit documentation to the Agency proving that you have made an offer to another registrant (who has an obligation to submit data) to &hare in the burden of developing that data. You must also submit to the Agency a completed EPA Form 8570-32, Certification of Offer to Cost Share in the Development of Data, Attachment G. In addition, you must demonstrate that the Other registrant to whom the offer was made has not accepted your offer to enter into a costsharing agreement by including a copy of your ot!er.and proof of the other registrant's receipt of that otter (such as a certif~ed mail receipt). Your otter must, in addition to anything else, offer to share in the burden of producing the. data upon terms to be agreed or tailing agreement to be bound by binding arbitration as provided by FIFRA section 3(c) (2)(B) (iii) and must not qualify this otter. The other registrant must also inform EPA of its election of an option to develop and submit the data required by this Notice by submitting a pata Call-In Response ~ and .s -Re~iremepts Status anc:l Registrant •s Rupopu Form committing to develop and submit the data required by this Notice. 
In order tor you to avoid suspension under this option, you may not ~ithdraw your otter to share in the burdens of developing the data. In addition, the other registrant must fulfill its commitment to develop and submit the data as required by this Notice. It the other registrant fails to develop the data or for some other reason is subject to suspension, your registration as well as that of the other registrant will normally be subject to initiation ot suspension proceedings, unless you commit to submit, and do submit the required data in the specified time frame. In such cases, the Agency generally will not grant a time extension tor submitting the data. 

Option 4. Submitting sn Existing Stuc:lv -- It you choose to submit an existing study in response to this Notice, you must determine that the study satisties the requirements imposed by this Notice. You may only submit a study that has not been previously submitted to the Agency or previously-cited by anyone. Zxisting studies are studies which predate issuance ot this Notice. Do not use this option it you are submitting data to upgrade a study. (See Option 5). 

You shoulc! be aware that if the Agency detenines that the study is not acceptable, the Agency will require you to comply with this Notice, normally without an extension ot the required date of submission. The Agency may determine at any time that a stuc!y is not valic! and needs to be repeated. 
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To meet the re~irements of the OCI Notice for submitting an existing study, all of the folloyipg three ;riterio must be clearly ~: 

a. You must certify at the time that the existing study is submitted that the raw data and specimens from the study are available for audit and review and you must identify where they are available. This must be dona in accordance with the re~irements of the Good Laboratory Practice (GLP) regulation, 40 CFR Part 160. As stated in 40 CFR 160.3(j) " '[r]aw data• means any laboratory worksheets, records, memoranda, notes, or exact copies thereof, that are the result of original observations and activities of a study and are necessary for the reconstruction and evaluation of the report of that study. In the event that exact transcripts of raw data ·have been prepared (e.g., tapas which have bean transcribed verbatim, dated, and verified accurate by signature), the exact copy or exact transcript may be substituted for the original source as raw data. 'Raw data' may include photographs, microfilm or microfiche copies, computer printouts, magnetic media, including dictated observations, and recorded data trom automated instruments.• The term •specimens", according to 40 CFR l60.3(k), means •any material derived trom a test system for examination or analysis." . 
b. Health and sataty studies completed attar May 1984 must also contain all GLP-ra~ired ~ality assurance and quality control information, pursuant to the re~iremants of 40 CFR Part l60. Registrants must also certify at the time ot submitting the existing study that such GLP information is available tor post­May l984 studies by including an appropriate statement on or attached to the study signed by an authorized otticial or representative ot the registrant. 
c. You must cartity that each study tultills the acceptance criteria tor the Guideline relevant to the study provided int~a) the FIFRA Accataratad Reregistration Phase 3 Technical Guidance~ and that the study has bean conducted according to the Pesticide Assessment Guidelines (PAG) or meats the purpose ot the PAG (both available trom NTIS). A study not conducted according to the PAG may be submitted to the Agency tor . consideration it the registrant believes that the study clearly meats the purpose ot the PAG. The registrant is ratarred to 40 CFR 151.70 Which states the Agency's policy regarding acceptable protocols. It you wish to submit the study, you must, in addition to cartitying that the purposes ot the PAG are mat by the study, clearly articulata the rationale why you believe the study meats the purpose ot the PAG, including copies ot any supporting intormation or data •. It has bean the Agency's experience that studies completed prior to January· 1970 rarely satistiad the purpose ot the PAG and that necessary raw data are usually not available tor such studies. 
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9 
Ir you submit an existing atu~y. you must cartiry that the stu~y meats all re~iramants of the criteria outline~ above. 
Ir you know of a atu~y partaininq to any requirement in this Notice which ~oas not meat the criteria outline~ above but ~oas contain ractual inrormation reqar~inq unreasonable a~varaa effects, you must notify the Aqancy or such a stu~y. Ir such study is in the Aqancy's riles, you nee~ only cite it alonq vith the notirication. Ir not in the Aqancy•a files, you aust submit a summary and copies as require~ by PR Notice 86-5. 

Option 5, Vpqra~inq a Stu~y --·If a atu~y has been classifie~ as partially acceptable an~ upqra~e&Dla, you may submit data to upgrade that atu~y. The Aqency vill review the data submitted an~ determine if the re~irament is satisfied. If the Aqency decides the re~irament is not aatiafie~, you may still be required to submit new data normally without any time extension. Deficient, "but upqra~aable studies will normally be classified as supplemental. However, it is important to note-that not all atu~ies classified as supplemental are upqrade&Dle. If you have ~estions reqar~inq the classification of a study or whether a study may be upqra~ad, call or write the contact person listed in Attachment A. It you submit data to upqrada an existinq study you must satisfy or supply inrormation to correct All deficiencies in the study identified by EPA. You must provide a clearly articulated rationale of how the ~eficiencies have been remedied or corrected and why the study should be rated as acceptable to EPA. Your submission must also specify the MRIO number(&) of the stu~y which you are attemptinq to upqrade and must be in conformance with .PR Notice 86-5. 

Oo not submit a~~itional data for the purpose of upqradinq a study classified as unacceptable and determined by the Aqancy as not capable of bainq upqradad. · 
This option should also be used to cite data that has been previously submitted to upqrada a study, but has not yet bean reviewed by the Aqancy. You must provide the KRIO number of the data submission as vall as the KRIO number of the study beinq upqraded. 

The criteria for submittinq an existinq study, as specified in option 4 above, app~y to all data submissions intended to upqrada studies. Additionally your submission of data intended to upqrada studies must be accompanied by &·certification that you comply vith each of those criteria as well as a certification raqardinq · protocol compliance with Aqency requirements. 

option t. eitinq lxistinq studiea -- If you choose to cite a . atudy that has bean previously submitted to IPA, that study auat have bean previously classified by IPA as acceptable or it must be a study which has not yet been reviewed by the Aqency. Acceptable 
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toxicology studies qenerally will have been classified as •core-9Uideline• or •core minimum.• For all other disciplines the classification would be "acceptable.• With respect to any studies for which you wish to select this option you must provide the MRIO number of the study you are citinq and, if the study has been reviewed by the Agency, you must provide the Aqency's classification of the study. 

It you are citinq a study of which you are not the oriqinal data submitter, you must submit a completed copy of EPA Form 8570-31, Certitieation with B•spc;t to pata Compsnaation Btavir•,;•nts. 

~ Registrants who select one of the above 6 options must meet all of the requirements described in the instructions for completing the pata Call-In Response Form and the Requirements Status and Eegistrant's Eesponse Form, as appropriate. 
III-D B!OUESTS FOR QATA WAXytBS 

If you request a waiver tor product specific data because you believe it is inappropriate, you must attach a complete justification for the request, including technical reasons, data and references to relevant EPA regulations, guidelines or policies. (Note: any supplemental data must be submitted in the format required by PR Notice 85-5). This will be the~ opportunity to state the reasons or provide information in support of your request. If the Aqency approves your waiver request, you will not be required to supply the data pursuant to section l(c) (2) (B) of FIFRA. If the Aqency denies your waiver request, you must choose an option for meetinq the data requirements of this Notice within lO days of the receipt of the Aqency•s decision. You must indicate and submit the option chosen on the Requirement• Statu• ana Registrant's Responae Form. Product specific data requirements for product chemistry, acute toxicity and efficacy (where appropriate) are required for all products and the Aqency will ;rant a waiver only under extraordinary circumstances. You should also be aware that submittinq a waiver request will ~ automatically extend the due date for the study in question. Waiver requests submitted without adequate aupportinq rationale will be denied and the oriqinal due date will remain in force. 

IV. CONSIQUiNCJ$ OF PAILOBJ TO COMPLY WXTH THII NOTXCJ 

IV•A HOTICJ or INTENT TO syspgo 

The Aqency may issue a Notice of Intent to suspend products subject to this Notice due to failure by a reqistrant to comply with the requirements of this Data eall•In Notice, pursuant to FITRA section l(c) (2)(1). Events which may be the basis for issuance of a Notice of Intent to Suspend include, but are not limited to, the followinq: 
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l. Failure to respond as required ~y this Notice within 90 days ot your receipt o! this Notice. 
2. Failure to s~mit on the required schedule an accapta~le proposed or final protocol it such is required to ~· a~mitted to the Agency tor review. 
3. Failure to •~mit on the required schedule an adequate proqrass report on a study it required ~Y this Notice. 4. Failure to a~mit on the required schedule accapta~la data as required ~y this Notice. 

s. Failure to taka a required action or a~mit adequate · information pertaining to any option chosen to address the data requirements (a.g., any required action or information pertaining to •~mission or citation ot existing studies or otters, arrangements, or ar~itration on the sharing ot costs or the !ormation ot Task Forces, failure to comply with the terms o! an agreement or ar~itration concerning joint data development or tailura to comply with any terms ot a data waiver). 

6. Failure to s~mit aupporta~la certifications as to the conditions ot a~mittad studies, as required ~y Section rrr-c ot this Notice. 

7. Withdrawal c! an otter to ahara in the coat ct developing required data. 

8. Failure ot the registrant to whom you have tendered an otter to share in the cost ct developing data and provided prcct ct the registrant's receipt ot such otter either to: 
a. Inform EPA ct intent to develop and sUbmit the data required ~y this Notice en a Qata Call-In Response Form and a B•quirtmtntl StatUI and Btaistrant•• Btlponlt rorm; 
b. Fulfill the commitment to develop and submit the data as required by thii Notice; or 

c. Otherwise taka appropriate steps to meet the requirements stated in this Notice, unless you commit to •~mit and do submit the required data in the specified time frame. 
t. Failure to take mentioned above, at Notice. 

any required or appropriate atepa, not any time following the iaauance of this . .. 
tv-1. BASIS FOB WTEBMXNATXON THAT IPIMI'C'JR ITOpX %1 UH).eCEPTAJIU: 

The Agency may determine that a atudy (evan if aubmitted within the required time) ia unacceptable and conatitutaa a baaia tor 

-- -------- -· 
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issuance ot a Notice ot Intent to Suspen~. The qroun~s tor suspension inclu~e, but are not limite~ to, failure to maet any of the tollowinq: 

l. EPA requirements specitie~ in the Data Call-In Notice or ether ~ccuments incorporate~ by reference (inclu~inq, as applicable, EPA Pestici~e Assessment Gui~elines, Data Reporting Gui~elines, an~ GeneTox Health Effects Test Gui~elines) regar~inq the ~esiqn, conduct, and reportinq of required stu~ies. such requirements inclu~a. but are not limited to, those relatinq to test material, test proca~ures, selection of species, number of animals, sex and distribution of animals, ~ose an~ effect levels to be tested or attained, duration of test, and, a~ applicable, Geed Laboratory Practices. 
2. EPA requirements regar~ing the submission ct protocols (if ·applicable), inclu~ing the incorporation ot any changes 
require~ by the Agency following review. 
3. EPA requirements regar~ing the reporting o! data, inclu~ing the manner o! reporting, the completeness ot resulta, an~ the a~aquacy ot any required supporting (or raw) data, inclu~ing, but not limita~ to, requirements referenced or inclu~ed in this Notice or contain•~ in PR 86-5. All stu~ies must be submitte~ in the form ct a final report: a preliminary report will not be consi~ere~ to fulfill the submission requirement. 

IV-C EXISTING STOCKS OF SUSPENPEP OB CAHCELLEP pBOQUCTS 
EPA has statutory authority to permit continued sale, distribution and use ct existing stocks ct a pesticide· product which has been suspended or cancelled if doing so would be consistent with the purposes ct the Act. 

The Aganey has determined that such disposition by registrants ot existin; stocks for a suspended registration when a section 3(c)(2) (8) data request is outstanding would generally net be consistent with th' Act's purposes. Accordingly, the Agency anticipates granting registrants permission to sell, distribute, or use existing stocks of suspended product(•) only in exceptional circumstances. If you believe such disposition of existing stocks· of your product(s) which may be suspended tor failure to comply with this Notice should be permitted, you have the burden ot clearly demonstrating to EPA that grantin; such permission would be consistent with the Act. You must also explain why an •e~istin; stocks" provision is necessary, includin; a statement ot the quantity ot existinq stocks and your estimate ot the time require~ tor their sale, distribution, and use. Onl••• you meet this bur~en the A;eney will not consider any request pertaining to the continued sale, distribution, or use of your existin; stocks after suspension. 

It you request a voluntary cancellation ot your product(s) as a response to this Notice and your product ts in full compliance with 

------ ----- -----
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all Agency requirements, you will have, under most circumstances, one year from the date your go day response to this Notice is due, to sell, distri~ute, or use existing stocks. Normally, the Agency will allow persons other than the registrant such as independent distri~utors, retailers and end users to sell, distri~ute or use such existing stocks until the stocks are exhausted. Any sale, distri~ution or use ot stocks ot voluntarily cancelled products containing en active ingredient tor which the Agency has particular risk ccncerns will he determined on a case-~y-case basis. 

Requests tor voluntary cancellation received atttr the go day response ptriod required by.this Notice will not result in the Agency granting any additional time to sell, distribute, or use existing stocks beyond a year trom the date the go day response vas due unless you demonstrate to the Agency that you are in tull compliance with all Agency requirements, including the requirements ot this Notice. For example, it you decide to voluntarily cancel your registration six months hetore a 3 year study is scheduled to be submitted, all progress reports and other information necessary to establish that you have been conducting the study in an acceptable and good taith manner must have been suhmitted to the Agency, before EPA will consider granting an existing stocks provision. 

SECTION V. R!G!SIEANIS' OBLIGATIO~ TO REPORT pgSSIBL£ __,. . tmR!ASONABLE APVtBS[ EffECTS 
Registrants are reminded that FIFBA section 6(a) (2) states that it at any timt atttr a pesticide is registered a registrant has additional tactual information regarding unreasonable adverse ettects on tht environment by the pesticide, the registrant shall submit the information to the Agency. Registrants must notity the Agency ot any tactual information they have, trom whatever source, including hut not limited to interim or preliminary results ot studies, regarding unreasonable adverse ettects on man or the environment. This requirement continues as long as the products are registered hy the Agency. 

SECTION VI, INQUIBUS AND USP9N$!;S TO THIS t!OTICJ: 
It you have any questions regarding the requirements and procedures e•tahlished hy this Notice, call the contact person(s) listed in Attachment A, the pata Call-In Cbemical Stat»s Sheet, 
All responses to this Notice (other than voluntary cancellation requests) must include a completed pata Call-In Responwa Por; and a compl•t•d Rtquirtmenta Statui and RtSiat:ant'• Btspon•• form (Attachment B and Attachment C) and any other documents required hy this Notice, and should be submitted to the contact parson(&) identified in Attachment A. It the voluntary cancellation option is chosen, only the pata Call-In Rtsponsa Ipr; need be submitted • 

• 
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The Office of Compliance Monitorinq (OCM) of the Office of Pesticides and Toxic S~stances (OPTS), EPA, will be monitorinq the data beinq qenerated in response to this Notice. 

Sincerely yours, 

c= :::;;;-> ~ -~~ 
.Daniel M. Barolo, Director · Special Review and Rereqistration Division 

Attachments 
A - pata Call-In Chemical Status Shttt B - pat a Coll-In Rtsponst Form - ------=-- ~-=--C - B•quircments Status and Registrant's Btspon•• F~ D - EPA Croucin~ of Epd•Ust Produsta for M•ttina 1outt Toxi;oloqy pota Raquirtmtnts tor R•r•qiatra;ign E - EPA Acctptapce Criteria F - List ot Registrants Receiving This Notice G - Cost Share and Data Comptnsatiop Form•· an4 product spe;iti; pata Rtport Form 

• 

·---- -- -- ·---- ~-
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ATTACHMENT A 

PUTRESCENT WHOLE EGG SOLIDS: DATA CALL-IN CHEMICAL STATIJS SHEET 

INTRODUCTION 

You have been sent this Data Call-In Notice because you have products containing 
putrescent whole egg solids. 

This attachment, the Data Gall-in Chemical Status Sheet, contains a point of contact for 
inquiries. This attachment is to be used in conjunction with (I) the Data Call-In Notice, (2) 
Attachment B, the Data Call-In Response Form, (3) Attachment C, the Reauirement Status and 
Registrant's Response Form for product specific data, (4) Attachment D, EPA Grouping of End­
Use Proc!ucts for Meeting Acug Toxicology Data Reauirements for Reregistration, (5) 
Attachment E, EPA Acceptance Criteria, (6) Attachment F, List of All Registrantls) sent !his 
Data Ca]l-ln Notice, and (7) Attachment G, the Cost Share and Data Compensation Forms for 
product specific data, and Proc!uct Specific Data Report Form for use in replying to this 
putrescent whole egg solids Data Call-ln. Instructions and guidance accompany each form. 

DAIA REOIDRED BY nus NQTICE 

The additional data requirements needed to complete the database for putrescent whole 
egg solids are listed in the Requirements Status and Registrant's Response Form, Attachment 
c. 

The Agency has concluded that product specific data are needed for putrescent whole egg 
solids. The required additional data are listed in Attachment C. 

Depending on the results of the studies required in this Notice, additional testing may be 
requiled. 

INOUIRIES ANP RESPONSES TO nus NOTICE 

If you have any questions regarding the product specific data requirements and 
procedures established by thiJ Notice, please contact Rob Forrest at (703) 30S-6600. All 
responses to thiJ Notice sbould be submitted to: 

l)nc:nlllftlt Prorasing Desk (RED/RDIPM-14) 
Office of Pesticide Programs 
U.S. Environmental Protection A&ency 
401 M Street S.W. 
WashinJIOD, D.C. 20460 

RE: Putrescent Whole Ega Solids 
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If you have any questions regarding the generic data requirements and procedures established by this Notice, please contact Thomas Myers at (703) 308-8074. All responses to this Notice should be submitted to: 

Chemical Review Manager Thomas Myers 
Accelerated Reregistration Branch (H7508W) 
Special Review and Reregistration Division 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
401 M Street S.W. 
Washington, D.C. 20460 

RE: Putrcsceot Whole Egg Solids 
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ATTACHMENT B 

PRODUCT SPECIFIC DATA CALL-IN RESPONSE FORMS (Form A) 
PLUS INSTRUCTIONS 
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IP!OIFIO INSTROOTIONS FOR COMPL!TINQ _TK! DATA OALL-IN R%SPONS! PORK 

rro4uct lptcit!e pata 

Thia form ia deaigned to be uaed to reapond to call-ina for generic and product apeci!ic data tor the purpoae of reregistering pesticides under the Federal Inaecticide Fungicide and Rodenticide Act. Fill out thia torm each time you are responding to a data call-in tor which EPA haa aent you the form entitled "Requirement• Status and Regiatrant'a Reaponae." 
Itema 1-4 will have been preprinted on the form. Items 5 through 7 muat be completed by the regiatrant ea appropriate. Itema I through 11 muat be completed by the regiatrant before aubmitting a reaponae to the Agency. 
Public reporting burden tor thia collection ot information ia eatimated to average 15 minutea per reaponae, including time !or reviewing inatructiona, aearching exiatinq data aourcea, gathering and maintaining the data needed, and completing and reviewing the collection ot information. Send comment• regarding the burden eatimate or any other aspect of this collection of information, including suggeatinq tor reducing thia burden, to Chief, Information Policy Branch, PM-223, u.s. Environmental Protection Agency, 401 H St., s.w., washington, D.e. 20460; and to the Office ot Management and Budget, Paperwork Reduction Project 2070-0107, Washington, D.c. 20503 • 

•. 

---------- -------
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INSTRUCTIONS FOR COMPLETING TK! "OATA CALL-IN RESPONSE• FORM FOR PROOUCT SPECIFIC OATA . 

Item l-4. Alraa~y complete~ by EPA. 
Item 5. 

Item 7a. 

It!t.'l -7b. 

It you wiah to voluntarily cancel your pro~uct, answer •yaa.• It you chooaa thia option, you will not have to 
prcvi~a tha data require~ by tha Data Call-In Notice 
an~ you will not have to complete any ether forma. Further aala an~ diatributicn of your pro~uct attar tha affective data of cancellation muat ba in accor~anca with tha Exiatinq Steck• prcviaicn of tha Data Call-In Notice (Section IV-C). . · : 
Net applicable ainca thia term calla in product apacitic data only. However, if your prc~uct ia 
i~antical to another product and you qualify fer a data exemption, you muat raapcnd with •yea• to Item 7a (MP) or 7b (EP) en thia term, provide the EPA raqiatration number• of your acurca(a) and complete an~ aubmit the "Generic Data Exemption• tcrm1 you would· net complete the "Requirement• Statu• and Raqiatrant•a Raapcnaa" form. Example• of auch prc~uct•-includa rapackaqa~ producta and Spacial Local Neada (Section 24c) pro~ucta which are identical to federally ra;iatarad prcducta. 
Fer each manutacturinq uaa product (MP) fer which you wiah to maintain raqiatraticn, you muat a;raa to · aatiafy the data requirement• lly raapondin; "Y••·" 
For each and uaa product (EP) tor which you wiah to maintain ra;iatraticn, you muat aqraa to aatiafy the data raquiramanta by raapondinq "Y••·" If you are raquaatini a data waiver, anawar •yea• hara1 in 
ad~iticn, on the "Requirement• Statua and Raqiatrant•a Raaponaa" form under Item 1, you muat raapond with Option 7 (Waiver Raquaat) fer each atudy fer which you are raquaatinq a waiver. ••• Itam t with ra;ard to identical product• and data exemptiona. 

It ... 1-11. Salt-explanatory. 

You aay provide additional information that doaa not 
fi~ on thia form in a aiqnad latter that accompaniaa thili form. J'or example, you· aay viab. to report that your produc~ b.aa already bean tranafarrad ~o another company or tha~ you have already voluntarily cancelled this produ~. For thaaa caaaa, plaaaa aupply all 
ralavan~ detail~ ao tha~ ZPA can enaure that. ita 
recorda are corra~. 
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United States Environmental Protection Agency Form Approved 

Washington, D. c. 20460 
OMB No. l070-0107 

DATA CALL-IN RESPONSE 
Approval EKplres 12-31-92 

JISTRUCTIOIIS: Plene tyopt or print In I'*• Pl•••• retd nrefully the attached instructions and suwly the infon.ation requestl!d on this form. 
Use ldJitt .. l ... t(a) tf rwc:Haary. 

1. taopony ,_ ord Addreaa 2. Case I end .... ]. Date and Type of OCJ 
INTAGRA, INC. 4079 Putrescent whole egg solids PRODUCT SPECIFIC 
8500 PILLSBURY AVE. SOUTH 
MINNEAPOLIS MN 55420 

4. EPA Pracb:t 5. I wlah to 6. ct.wrlc O.te 7. Product S~clfic Data 
leglatratlon c~~nee l th 11 6e. I • cl•i•ill!l a ~rtc 6b. I agree to satisfy Generic 7a. My product is a MUP and lb. My pnxtucl- .sonf~, 

prcd.lct reet•· Data Exe.ptlon because I Data requirn~mts as indicated I agree to satisfy the MUP I agree to sui lsfy the [UI 
tratton vol~- obtain the active Ingredient on the attached forM entitled requirements on the attached requirement~, or1 the att111 I 
tartly. fr• the source EPA regis- •RequireMent& Stat~ end for• entitled "RequireMents form entitlt.,l "Requllettle'f•l 

tntton f'Uiber listed below. Registr.nt'& Response.• Status ·and Registrant's Status and lu ll' .. tnmt's 
Response.• Response." 

~--

4866.;.8 N.A. N.A. ' 

a. Certification 9. Date 

1 certify thlt the state~enta -.de on this fan. 8nd •ll •ttac~ts are t~ue, accurat~, ~ ca.plete. 
1 ee~tnowledge thllt M'f knowingly f•l•• or •lslHdirw atataent •Y be p.rnahable by fine, 111~risor..ent 
or both t.rder appt I cable lew. 

Signature 8nd Title of Ca.pany's Authorized R~esentatlve 

' 
t 1 • Phone Ntm:Je.-

10. •- of CCIIIpiMl'Y Cont~t 

. -·· 
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United States Environmental Protection Agency fon11 Approved 
Washingt?n, D. c. 20460 

OM8 No. 2070-0107 
DATA CALL-IN RESPONSE 

Approval E•plres 12-31-92 

IMSTIIUCTI .. S: PIOOH typo or print In ''*· Pleue reed carefully the attached iMtructlona .00 stwlY the info,...tion requested on this for•. 
IIH odllltlonol .._til) If -IIIII'Y· 

-
1. ~ ,_ end Addrna 2. Case I .m •- 3. Date and Type of DCI 

IHTAGRA, INC. 4079 putrescent whole egg solids PRODUCT SPECIFIC 
8500 PILLSBURY AVE. SOUTH 
MINNEAPOLIS MH 55420 

4. EPA Proclltt S. I •ltlh to 6. Generic Data 7. Prod.lct Specific Data 
leglstretlon c:.-.cel thll M. I • cl~i•ill!l a Generic 6b. I agree to satisfy Generic 7a. My product is a MUP and lb. My produc:t is an l !if• and 

procb:t ....... Data ExeMption bec.use I Data requir..ents •• indicated I agree to satisfy the MUP I agree to satisfy th~ I UP 
tntlon volun· obtain the Ktiw ingredient on the attached fora ent i t\ed requireftlent& on the attached requirements on the IH l ..... ht...,J 
terlly. fr• the source EPA regis· •Require~~~mU Status and for• entitled •Requi retnMts form entitled "Rrquirt"lncnt:. 

tr•tion nulllber l iated below. legiatrent'a Response.• Status and Registrant's Status and Registrant's 
Response.• Response." 

4866-9 M.A. M.A. 

a. Certlllcatlon 
9. Date 

1 certlfy.that the atete.enta -.de on thia for. .nd all att.c~ts are true, eccurat~, ~COMPlete. 
1 ecknowledge that III1V tnowlngl)f f8lH or •laleeding atateMnt •Y be fUllah.ble by fine, 1qH"i&orllleflt 
or both lrlder .,:JPl ic.ble l ... 

sten-ture .nd Title of Ca.peny'a Authorized Representative 
11 . Phone Jh~r 

10. •- of COIIIIf*lY Contact 
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United States Environmental Protection Agency Fonn Approved 
Washington, D. c. 20460 

OMB No. 2070-0107 
DATA CALL-IN RESPONSE 

Approval E~pires 12-]1-92 
IIISlllUCTJQIS: Plun type or prtnt In Ink. Plene re-' urefutly the attached instructions and supply the inforfll8tion r~sted on this tor111. u.. oddlttonol """'l•l If nacHaary. 

1.~-andAddrHO 2. Case • and Name l. Date and Type of OCI 
INTAGRA, INC. 4079 Putrescent whole egg solids PRODUCT SPECIFIC 
8500 PILLSBURY AVE. SOUTH 
MINNEAPOLIS MN 55420 

4. EPA Procb:t 5. I wlah to 6. Generic Data 1. Product Specific Data 
leglatr•tlon cancel thle 68. 1 • cla1•i1119 a Generic 6b. 1 agree to satisfy Generic 7a. My product is a HUP and lb. My prodo.n I ~-~ an fUP ar. product regia· Data Exe~~pt ton because I Data requiretnents as indicated I agree to satisfy the MUP I agree to sat1 c,fy the I: UP 

tnt ton whn- obt.in the Ktive ingredient on the attached for• entitled requiret~~ents on the attached requlrcrllcnt~. ,,11 the attfldlt· 
tarlly. fraa the source EPA regis· •Requi rements Status and fon. rntitiM "Requiretnents form entitlt·d "Ret:llJir~nent•, 

tretion llUI!ber l Ia ted below. Registrant's Response.• Status and Registrant's Status and lh·gtstrant's 
Response.• Response." 

- ~-

4866-10 N.A. N.A. 
' 

' 
1. Certification 9. Date 

1 c.rtlfy that the 8tat~U ..te on thla to ... end all attKb.enta are true, -=curate, ~ c~lete. 
1 ecknoYledge that ..-.y knowingly tala• or •laleedlng 1tatment •v be fU'IIIhable by fine, HIJ!riSOIIIIeflt 
or both anter -wl lceble law. 

Slgn~~tw-e ant Title of CCIIp8lly1 & Authorized lepresentltive 
11 • PhOJ'Me N~r 10. ·- of COIIIf*'IY CoritiiCt 

·, 



• 

- ------- ------- --- -- -- Page 1 of 1 -
United States Environmental Protection Agency For111 Approved 

Washington, D. c. 20460 •. OHB No. 2070-0107 
DATA CALL-IN RESPONSE 

Approval Expires 12·11-92 

IISTIUCIJCIIS: Ple•e type or prtnt In .... PlHH relld carefully the atteched instructions and supply the infonnation requested on this fonn. 
11M oddlttonol .._t(a) If nocouory. 

1.~---· 2. Case I lnd lla~~~e 3. Date and Type of DCI 

INTAGRA, INC. 4079 Putrescent whole egg solids PRODUCT SPECIFIC 
8500 PILLSBURY AVE. SOUTH 
MINNEAPOLIS MN 55420 

4. EPA Procb:t 5. t •loll to 6. Generlc.Data 7. Product Specific Data 
leeietratlan c.-.cal thta 6a. I • c:lat•ill!l a Gener•c 6b. I agree to satisfy Generic 7a. My product is a MUP and lb. My product is on -ll•t u1K.l 

pro4Jc:t regia· Data be~~ption because I Data require.ents as indicated I agree to satisfy the MUP I agree to satisfy thl· I UP 

tration voh•'· obtain the Ktive ingredient on the att..:hed for• entitled requirenents on the attached requirements on the attut:hed 
tartly. fr• the aource EPA regia· •Require.ents Status and form entitled "Requirements form entitled "Re<p..~irettll'nts 

tr•tion ...mer lis ted below. Registrant's Response.• Status and Registrant's Status and Registrant's 
Response_.• Response." 

4866-11 N.A. N.A. 

Ia Certlflcetton 
9. Date 

1 certtfy that the stat~t• _. on thts fw. ..t all ett.c~ts are t~w, accurst~, a~ c~lete. 
1 ~~eknalfledge thet .,., tnowl,..ly f•ln or •lale.:ling stat.ent MY be p.nahable by fme, lllprl&onaent 

or both -w.:ier lifiPl te~ble liiM. 

Slgnatw-e and Title of C0111p81'1'f'& AUthorized Representative 
11. Phone Ntnber 

10 • ._ of c~ Cont.ct 
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United States Environmental Protection Agency Form Approved 

Washington, D. c. 20460 
OHB No. 2070-0107 

DATA CALL-IN RESPONSE 
Approval f.ll.plres 12 Jl- 92 

I•StiUCTICIIS: Pl._ typo or print In I'*• PlMH reed carefully the attKhcd instructions .-.d 5l4JPIY the infonaation requested 00 this tor111. 
UH -*lttt-l lheet(a) If nec .... ry. 

I. ~.-lnd-..a 2. Case I and N.-e ]. Date and lype of OCI 

INTAGRA, INC. 4079 Putrescent whole egg solids PRODUCT SPECIFIC 

8500 PILLSBURY AVE. SOUTH 
MINNEAPOLIS MH 55420 

-····-

4. EPA Procllct 5. I •loh to 6. Generic Data 7. Product Specific Data 

a .. latrett .. c..-:el thta 68. I • c.lat•i .. a Genetic 6b. I agree to sattsfy Geheric 7a. My product is a MUP and 7b. My p1odu(t ,-;-a;.;-fu.,-,, .. 
prcxU:t reel•· Data Ex-.ptlon bec.use I Data te<pJir~ts as irdicated I agr~ to satisfy the MUP I ayree to !.illl:.fy thc t.lJI' 

tratlon voh111· obtain the eetiw Ingredient on the attached for11 entitled requi felneflts on the attached requi tefnl:nt:. <HI the o.~t t ,,( t. 

tarily. fro. the aource EPA regia- "Requir~ts Status .nd for• entitled MR~ir~nts fonn entitlt'(J "Heqt.Jifl·n~nl 
tretlan n.Jiber t lated bel OM. Regi"r.nl's Response.• Status and Registrant'& Status and Regl~lrunt '-.. 

Response.• Response." 
- . 

OR88001100 N.A. N.A. 

' 

' 9. Oate a. tertlftc.tlon 
1 certify thllt the atat_,.t• Mde an this forti ..t all ettect.ents ere true, eccurate, ~ c~lete. 
1 acknowledge that ., knowingly felH or •lale•Una atet~t •Y be pwlillheble by fine, ,.,-,sonnrnt 

or both Wlder awllc:llble .... 

st..-ture wd Utle of C0111p811Y''S Authorized Repreaentet1ve -. ·--· 
11. Phone f4o.Mt.ocr 

10. •- of c~ contact 
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Paqe 1 
' -

United States Environmental Protection Agency Form Approved 

washington, o. c. 20460 I 
OMB No. 2070-0107 

DATA CALL-IN RESPONSE 
Approval Expires \2 31· 9l 

IISTIUCTI-: PI- t- or print In I'*• Pl ... read cerefully the attKhed iMtructions lind Sf4lPlY the infor~~a~ion req..e&ted on this for11. 

- ocldltl!'""l -t(o) If -oory. 
1.~.-ond-- 2. Case I 8nd •- ]. Dote and Type of DCI 

INTAGRA, INC. 4079 Putrescent whole egg solids PRODUCT SPECifiC 
8500 PILLSBURY AVE. SOUTH 
MINNEAPOLIS MN 55420 

4. EPA,.......,, 5. I wllll to 6. Generic Data 1. Product Specific Data 

l .. latratlan c.ncel title 611. I • cl~t•• .. a ttenenc 6b. I agree to satisfy Generic 7a. My p.-oduct is a K.JP and 7b. "r product is. an l 

pr ..... t ... 1•· Data t:xapt I on bee-• I Data requireMents as indicated I agree to satisfy the MOP I ayree to satisfy tho ! Ul' 

...... , 
tratlon vol.- obtain the .ctive lnaredient on the attached fon1 entitled requir~ts on the attached requ1n~ments on the <II '·'' ,,, . .~ 
torlly. fr• the ICU"Ce EPA regl&· •Require.ents Status ~ for• entitled "Require.ents form entitled "Requ••• 

tratian rUiber llated below. Registrant's lesponse.• Status and RegistrWlt's Status and Rt.'glstrant' 
tiK"UI ~ 

Response.• Response." 
-

WA88000400 N.A. N.A. 

I 
I 

' 

1. tertlffcattan 
9. Date 

1 certUr that the atet-.ta _... an this f0111 d ell att.ct..nU are true, -.ccurate, ~ c~lete. 
1 .cknDwledae th8t ,., U..lll'lllY' falM or •lalndine atet-.t •r be JU~Ish.t~le by ftne. lq:M"Isonwnt 

or both ~r iippllclbla I•_• 

'll.,.ture end Title of c...,_.,•a Authorized Representative 

10. •- of Co11f*1r Cont.c:t 
11 _ Phone llwtbcr 

-
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ATTACHMENT C 

PRODUCT SPECIFIC REQUIREMENT STATUS AND REGISTRANT'S RESPONSE 
FORMS (Form B) PLUS INSTRUCTIONS 

AND 
PR NOTICE 86-S 



• 

• 

IP!CI,IC INSTR~CTIONI ,OR COMPtZTINQ 
TBZ RZQ~I&EMENTI IIATUI AND REGIITAANI'I RZSPONIZ FORM 

!ro4uet lpteitiq Qata 

Thi1 form i1 deai;ned to ~~ u1ed for re;iatrantl to reapon~ to call•in• for ;eneri= and prcdu=t·•pe=ifi= data a• part of EPA'• rtrt;iatration prc;ram undar the Federal In••=ti=ida Fun;i=ida and Rodenti=ida A=t. Althou;h tht ~ 1• the aama for beth produ=t •P•=ifi= and ;enari= data, Snatruc%ionw tor =ompletin; the term• differ •li;htly. lpt=iti=ally, option• for aati•fyin; prcdu=t lptoiti= data requirement• do not in=luda (1) delation of u••• or (2) reqya1t for a lev volume/minor Ult vaivar. Thtlt in•tru=ticn• are for =omplation of product aptcitic data rtquiramanta. 

EPA hal developed thil form individually for aaoh data call• in addr••••d to ••=h ra;iatrant, and ha• preprinted thil form vith a num~tr of it•••· po NOT Ult thia form for any other a=tiva in;radiant. 

Itama 1 throu;h I (incluliva) vill have ~aan preprinted on the form. You must complete all other itama on thi• form ~y typinq or printinq laqi~ly. 

Pu~lic raportin9 ~urdan for thi1 collection of informetion ia ••timatad to avara;a 30 ainuta1 par raspon••• includin; time fer revievinq inatructiona, ••ar=hinq axi1tin9 data aourc••• qatharin; and aaintainin; the data needed, and ccmp1atinq and raviavin; the collection of information. land commantl ra;ardin; the burden aatimata or any other aapact of thia collection of 1nfbrmation, includin; au;;a•tin; for raducin; thia burden, to Chief, Information Policy Branch, PK-223, ~.a. Environmental Protection A;ancy, 401 M lt., a.w., Waahinqton, D.c. 20410; and to the Office of Kana;aman~ and lud;at, Paperwork aaduction Project 2070•0107, Waahinqton, c.c. 20503 • 

- - ------ -- - --------



I 

INSTJITJCTIONS FOR 'CO!o!l'LHING nn; •JUQOIJU:I'!l:NTS STA~S AliC REGISTRANT'S lUSPONSt" FO~~ FOR tRO~OCT IPZCIIIC ~ATA 
Ita:: 1•3 

Itaa •· 

Itu s. 

:rtu I. 

Itu 7. 

. . .. ' .. 
Colllplete4 lily J:JIA, Note t11a llllii!li Untithr 11~n assiin•c! lily J:l'A in Ita:: 3. ~his n~•r •~•t lila uaa4 111 t1:11 t.runittal c!~c,::uDt for u:r data a'lll>::iuiou in response to t11ia cata eall•In Notice, . . . 
~· 9Ui4aline reference numbers of studies reilolired to support tll• product's continued ra;iatration are idantifi•d, These 9Uidalin .. , in addition to the raquiraaantl 1pacitiad in t11a Notice, vovarn the conduct of t11a required 1tu~ia1. Nota t11at sari•• 11 and 12 in product chaailt:ry are nov lilted Wider 40 en 151.1!5 throu9h 151.110 1 lubpart c. 

The study title aa•o;;ilt.-4 ·vith the 9Uidelina retarenca n\!Uar il identified. · . . ~· usa pattarnC•l of the pa1ticida associated vith tha product •pacific raquiramantl i1 (ara) identified. For aoat product specific data rtquiraaentl, all uu pattern• are covered lily the data rtquirtmantl. In the ca1e of eflicacy data, the r•illir&d 1tucUu only pertain to product.· vhioh have the u•• litaa an4/or put• indicata4. 
~· 1lllil1tance ~o lila teat~d i1 identified lily J:PA• For product lptcific data, the product 11 to:naulated for 1ale and diltrililution 11 the te1t 1ulil1tance, except in rare ca•••· . . .. '• . 

. . Ita• a. ~· due date tor aubai11ion ot each atudy ia identified. It ia normally baled on I aozat~•.after iiiUazace of t~e Jtre;htratioaiH;ibUitJ ~cuaut unleu J:PA.deterain•• that a 1onver ~iae period ia neceaaar,r. 
Ita: t. Zllter onty·ena of t~o folloYiZif re1p0111e oodel tor &lc) «ata r•qyir•;•nS to •~•v lov JOII iatea4 to ooaplJ vit~ Ue data re(llbeaezat• lilted ta tlia tule. 1'1111er deacriptiona of oaeh option are contained in tho Cata Call•ZA.JioUoa. 

a. 

1 vUl tenant• and ~~~Hit data ~ the apac:itie4 4ue date (Cevelopbf Data). ly incUc:atint that I have c:hoaon thia option, I c:ertity that Z viU coaply with all the re(llireaenta pertaininf to the c:onditiona for alllilaittal of thia atudy •• outUilld in the C&ta C&11•%n JlottM. 
I !lave enter•• bto u arr•uent vi th one . or aon reriatranta to develop data ~ointlY (Coat llariaf)• .% aa aUbaittint a •otJ of tlia arreeae~t and a coap1ete4 •cer,iti••'toa Wit• lelpoe\ ~· Data eoapea•a~t•• le(llbeaeata• fora. I W'ldtr1tand that thil optioft b availa~la oalJ to~ ac:ute toxic:ity or cert&ift ettic:acy 

• 



I 

• 

.,. .. 

data and o=ly it !PA indicate• in an attachment to this Notice that ay product h ai:ilar anou;h to another product to t;\lllify tor thh option. . % certify that· .. another party in the a;reement ia co~ittin; to au~mit or provide tha ra~ired dataJ it tha re~irad atudy ia not aubmittad on time, ay product aay lla •~:!act to auapanaio.a, · · · · 
r have aada 'otters to ahara in the coat to develop data (Offera to Coat t~ara), % underatand tha~ thia option is available o=lr ·tor ecuta toxicity or certain efficacy data ~nd •=ly it ZPA indicataa in an attachment to thia ~ata Call•In Notice that ay product is aiatlar anou;h to another product to q'llality tor this option. % &:1 aubmittini avid•==• that r •ave aade &:1 otter to another re;btrant (who has en obli;ation to 1~11it data) to ahara in the coat of that data. r 111 also a~mittin; a 0 

completed ncertiticatiom of otter to Coat t~are ill tha ~evalopmnt ~ata11 ton. r 111 includin; a copy of ay otter and proof of the other re;btrant'a receipt of that otter, % 111 identityini the party which is co~ittin; to aubnit or provide the required dataJ i: the ra~ired atudy .h not aubmittec:l on time, ay product aay !:Ia aubject to a~;~apansion. % understand that other tens under option ~ in the ~ata Call•In Notice (Section %I%•C.l.) ' apply ea vall. · 
4, ~ tha apacitiad due date, :r vill aullmit an axisUni atudy that has not !:lean aul:l11ittad pravioualy to tha A;ency l:ly anrone (SullmiUbi 111 zxhtbi 1'\ld)'). :r certify that thia atudr vill •••t all the raquiramantl for aul:lmittal ot axiat ni data outlined in option 4 in the Cata Call•In Notice (Section :r:t:r-c.1.) and vill aaat the attached acceptance critaria (for acute toxicity and procluc:t C!leailtry data). I vill attac:h the 1111dad aupportinr i11tor=ation alonr vith thil raaponaa. :r al1o certify that :r have determined that thia atudy vi11 till the data requirement for vhic:h % have indic:atacl thia aoloa • 

s. 

•• 

1y the apeeitiacl due data, I vill ~llit or oita data to vnracla a atucly clu11tiell l:ly the Aranay u partially accaptal:lla anll vnraclal:lla (~prradiar a ltutr).· 1 vill aullait evileaoa at tll Ar•••l'• ravlav lndicatinr that the atucly aay '• vp;raclecl ancl vhat lnto;aation 11 required to do ao. :r vlll provide the laUD or lcca~don 11ulll:lar oC the •tu- at the du·a data. I 1mdarltllld that the condition• for thia option outlined Option 1 in the l)ata Call•Zn •otic& (la=tion 1%%-c •. l.) apply. 
0 

0 

Jy theo.,pacifiaC cue llata, I vi11 oita an axiltiftf atuc!y that' the lranay hu · oludtiaC •• aC:ceptaltla ezo an exiatint atudy that has l:laan aul:laitted ltyt aot reviewed lty the Atenay (C:iUat aa zxbUat lt114f). It 1 u citint 



I 

I 

• 

another :reqiatnnt 11 ·lt~<!:t, l understand that this option 
·1• availa~la o:lJ !or ac~te toxicity or certain atticacy 
data and o:tr it the cited 1tudy was conducted on :y 
prod~ct, an identical product or a product which IPA has 
•,.rouped" Yith ona or more other prodl.lctl for purpc .. s 
ot dep~din; on tha same data. % aay a110 choose thi1 
option if % aa citinq =:t ovn data. In either ease, :z: 
Yill provide the ~:a or Aco•••lo: auabar(l) for the 
cited. data on a •'roduet Specific ~ata ~aport~ fora or 
iA a dmilar tor=at. · It I cite another. raibt:rant•• 
data, % vill •~bait a c:omplatad ncerUt1oaUoa WU~ 
~upec::t ~o J)at:a CompauaUoa ••~1:raanta11 tom. . . . '· :r raquut a vaivar for. thia •tudy l:>ecauae it .la 
inappropriate tor ay prod~ct (Waiver lt~ut). :z: aa 
attachin;o a completa jUititication tor this req~.~eat, 
ineludin;o tech:lical ruaons, data and ratarenc11 to 
relevant :EPA regulations, ;ouidalf.nu or poUc:iaa. [Nota: 
any •upplamental data llll.llt be ·~=ittecl in the to~at 
required l:>y ~.~. Notice 1'•5]. :Z: uncleratand that thi1 
is my o:lf opportunity to atate tha :reason• or provide 
intonation in ll.lpport of ay request. %f tha Aiency 
approve• ay vaiv~r request, :Z: vill aot 1:>• requirld•tO 
supply the data p~rsuant to Section 3(c:) (2)(1) of fiTRA. 
%t the Ai•ncy daniel ay waiver re~••t, % aus\ •'•••• a 
aathod o! =••tint the data requirements of this Notica 
l:>y tha clue date atatecl l:>y thia Notice, In this case, % 
Wit, vithin u day• of ay receipt ot tl\e Arenc:y'• 
vrittan deci•ion, •~mit a revised ~~equirementa Jtatvs. 
and ~•ri•tr~t'• ~esponsa• fora .lndic:atinf tha option 
chosen. · % al•o ~ndar1tand that the 4eacllin• for 
•~mlsdon of data as apeo1th4 lly the oririnal. data 
ca1l•in notic:e vill ftot chanf•• • 

You aay Jrovida addit1oaa1 latoraatioa tl\at does not fit 
on thia fora 1ft a ai;one4 lotte~ that •~ompan1ea this 
fora. . ro~ axaaplo, you aay v1sh to ~•port that yo~ 
product has al~aacly lleen tranaterre4 to anotha~ ooapany 
Ol:' that JOII Jlavo already voluntarily canc:el1o4 U.l1 
product. ro~ the•• ca•••• pl•••• lupply a11 relevant 
details 10 that UA eu en•~• that tu &'ec:o:r41 are 
oo~:rect, 
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United States Environmental Protection Agency Form Approved 
Washington, D. c. 20460 I 

OM8 Mo. 2070-0107 
RBQUXREIIENTS STATUS AND REGISTRANT'S RESPONSE 

Approval E•plres 12-11-92 

JMSTIUCTIOIIS: Please type or print In Int. Please reed urefully the attached irwtructlons end S'WlY the infon.ation r~stcd on this for11. 
IJH oddlttanol -tl•l tf noc-ry. I.e-.---. z. Case I end 1.-e 3. Date and Type of OCI 

INTAGRA, INC. 4079 Putrescent whole egg solids PRODUCT SPECIFIC 
8500 PILLSBURY AVE. SOUTH IDI 4866-RD-1904 
MINNEAPOLIS MN 55420 EPA Reg. No. 4866-8 

4. Guldolt .. 5. Staol, Tttto II Progress 6. Use 7. Test 8. Thne 9. Rcg1:.1 .>'>! 

a..,tr--t •eporta Pattern Substance ,,., ... Respon~c - If I 2 l 
·--

Prod P.. - lloc:t.e.fcal 

1518-10 Predict Identity A C IJK EP 8 mos. 
1518•11 -"""~~"'"' proce .. 

A C IJK EP 8 mos. 
1518-12 Dlacweton of fo,...tton of A C IJK EP 8 mos. 

I .... t~tl ... l '"'rdl~t· 
1518-15 Certification of lt•lta A C IJK EP 8 mos. 
1.!$1Bf:l.t\ .· .. ·•-· Anolytl~·· .. tho.~!~. A C I IJK EP 8 mos. 
151B-17(b) Phyalcal ante A C 

I 
IJK EP a mos. 

151B.,t7(f) <> .... ,". A C IJK EP 8 mos. 

1518-17 (i) pll (6) A C IJK EP 8 mos. 
J5tBf:J.'1 (!t). ,, ..... !1111. 171 A c IJK EP 8 mos. 
1518-17(1) Stor ... at~l~tty A C IJK EP 8 mos. 
1$18-11(•) ..... It~ • (I) i A C IJK EP 8 mos. 
151B-17(n) Mloclblllty (91 A C IJK EP 8 mos. 

. I· ~~· l;llorot;t!t!.•tl~• A c ' IJK EP 8 mos. 1!$tBr11(o) 

10. Corttftcottan 
t 1. D1te 

1 certify that the atet--.ta -'t on thh for. 8nd ell attact.mta are true, accurate, end c~lete. 
1 Kknowlectee that .,y knowingly telae or •hleeding atetaent •Y be p..raisheble by fine, i~~prisorment 
or both ~order eppltuble 1 .... 

sten-ture 8nd Title of Ca.peny'a Authortled Representative 
11. Phone Number 

12. ·- of COIIf*lY ContKt 
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Page 2 of 2 -United States Environmental Protection Agency form Approved Washington, D. c. 20460 
OHB No. 2070·0107 REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE 
Approval Expires 1Z·l1·92 

IMSJIUC;TitwS: Pleese tn- or print In Ink. Pl .... reed c•refully the attached instructtons and Sl4lJ)ly the info1111111tion rtq.Jested on this for11. U.. oddlth.,.l lhoet(ol If ,__ry, 

1.~.- ... - ... z. Case I end .. .., l. Date and Type of DCI INTAGRA, INC. 4079 Putrescent whole egg solids PRODUCT SPECIFIC 8500 PILLSBURY AVE. SOUTH ID# 4866-RD-1904 MINNEAPOLIS MN 55420 EPA Reg. No. 4866-8 

4. Guldol , .. 5. Study Title lij Progress 6. Use 7. Test 8. Tillie 9. Registrant ........... 
0 Reports Pattern Stbstance '"""" Rt''.poose ..... c 

IP 1 2 ] 

i. eeJte TC!!.Ic .. liochelltul 

1528-10 . Acute oral toxicity A C IJK EP 8 mos. 
1528-11 Acute der.l toxlctty A C IJK EP 8 mos. 
1528-1.2 .. Acute lnhelotlon (3) A C IJK · EP 8 mos. 
1528-13 Prt•ry ..,e Irritation A C IJK EP 8 mos. 
1528,-14 .. • . Pr l•ry .... I lrrltotlon A C IJK EP 8 mos. 
1528-15 Der.l ... ttlaatlon (4) A C IJK EP 8 mos. 
t!i ~~7J§< .··., ..........••..••. i I·· llmt"-lti!I!Y l!"'ld!nto (5) A C IJK EP 8 mos. 

!•··················· 
•.. i\ > .•. · Efflgcy ,.: ysrt*!is tc!ntrol Aet• 

!!!!!'i!! ...... !!•-.•"' .............. t. <501 A C IJK EP 8 mos. 

I 
Initial to indicate certification as to infon.ation on this pege ' Date 
(full text of certification is on pege one). 

~--



United States Environmental Protection Agency 
W~shington, D. c. 20460 

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS 

case I and Na.e: 4079 Putrescent whole egg solids 

Page 1 of 1 

Key: .. • --..fec:turlng·uae proGict; EP • end-uae produtt; pr0¥1ded fonulators purchase their active lngredient(s) fra~ a registered source, they need not s~lt or cite 
dlte pertaining to the purcbaHd product. (IDlE: If a product Ia a 100 percent repackage of .wther registered prc:xb:t that is p..rchesed, and any use for the product doj!:. 

not differ fr• those of the purc.h8Md 8nd registered source, users are not stbject to any data requlretnents Identified in the tebles.J; TEP:: typical end-use product; 
TGAI • technical 1rede of the ecttve lngredl.nt; PAl • •pure• Ktlw ingredient; PAIRA • •pure• active ingredient, radiolabrled. 

- Cllt_l_ r.,: 
A - Terr.strlal food crop 
f • Aquotlc ...,food lnduotrlal 
l · IHidlntlal outdoor 

I - Terr .. trlal food feed crop 
li • Aqultlc nanfood residential 
L · 1- food 

C Terrestrial nonfood crop 
H Greenhouse food crop 
II • Indoor nonfood 

D Aquat lc food crop 
I Greenhouse nonfood crop 
M Indoor Medical 

E Aquatic nonfood outdoor 
J Forestry 
0 Indoor residential 

Footnotes: (The following notea ere refere~Eed In colt.~r~ two (5. Study Title) of the RECIUIREMHITS STATUS AND REGISTRANT'S RESPONSE for•.J 

--·•t-eal 

6 leq.llr.cl If tnt ...._t..-.:e Is dispersible Ylth water. 
7 lec,.tred tf procb::t contalna cCIIIblatlble ltqJids. 
I •-trod If procllct Ia a liquid. 
9 a..,tred If procb:t Is en -..hlfllble ltqJid ..S Is to be dHuted Yhh petrol~ aolvenU. 

-Toolc·ll-cal 

S a..,lred tf the ~t c-l•t• of, or .....,, condlti- of uae results in, .., tmalable Mterial (e.g., gas, volatile lilobltance, or aerosol/particulate). 
4 l..,trect·tt ....,..ted contect t~lth a.-. akin results under conditions of use. 
5 lnctdlnta .. t ba nportod, If they occw. 

EffiCOCJ' • ~ ..... ta c..trol -

50 Due to (fJI!StiCIIW c~emlng the effectiveness of vertebrate .nt•l repellents .-d the suitability of label directions for such proOJcts. re-gistrants of 
pestlcldn containing PutreacM'It Whole Egg Solids -t Indicate the studies '4X'fl which the clai• Mde for their prcxb::ts are based. Such studies in EPA's 
daU bue ..y be cited br MID IUIIber or .ccnaton ..-.r. Studies not in EPA'• dllte base -..st be slbtitted in the appropriate forMt. If no efficacy 
•ta c.n be provided to a&atant:lete the clal• -'e for their products, reghtrants .ust c~it to generate such date, delete the relevant eta ins. or 
r...,..t vol&a~Ury cencelletlon of their reelstrettona. 

• 
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~ 1 ~ 

Paqe· 1 of 2 United States Environmental Protection Agency 
for• Approved Washington, D. , C. 20460 
OMB No. 2070·0107 RBQUIREIIENTS STATUS AND REG.ISTRANT'S RESPONSE 
Approval Expires 12-31·92 IIISTRIJCTIIIIS; Pl-o typo or print In lnl. Pl .... rod cerefully the attached instructions and s\q)ly the inforllliltion requested on this for•. Uoo -ltlcnl -t(ol If rwcnowy. 

,;~- .... -- 2. Case I end Na.e l. Date and Type of DCI INTAGRA, INC. 4079 Putrescent whole egg solids PRODUCT SPECIFIC 8500 PILLSBURY AVE. SOUTH 
ID# 4866-RD-1905 MINNEAPOLIS MN 55420 EPA Reg. No. 4866-9 

4. GuldeJIM 5. Studr Title I~ Progress 6. Use 7. Test 8. Time 9. Registrant 
. ...,,,._, 

Reports Pattern S~tance "- Re;..pon!>e -· 0 I 2 l 
I L 

' ~rad 0.. · !ioct.e.icel · .. 
. ..... . 

1518-10 Procb:t Identity A C IJK EP 8 mos. 
' 1518-11 

••• 
_,ac:turl.,. proc- A C IJK EP B mos. I ~5l~.~i2 Otaa. .. on of for.tton of A C IJK EP 8 mos. .... I -\ll'lllntentfon.l 1.,.-diertt• 

1518-15 Certlftcetlon of ll•it• A C IJK EP 8 mos. .l!'ilB-16 ) <. Anolrtltlll •th<XM A C IJK EP 8 mos. 1518-17 (b) .... Physical etet• A C IJK EP 8 mos. 1518 ... 17(~) O:;: ,, -~~~ A C lJK EP 8 mos. 1518-17 ( l) pi (6) A C IJK EP 8 mos. 
1!118"';!.7 (It) ·.··• I n~llttt m A c IJK EP 8 mos. 1518-17(1) Storage et8bfllty A C IJK EP a mos. 1~18..,17(a) Vlo<Golty 141 A C IJK EP 8 mos. 151B-17(n) Mloclblllty (9) A C IJK EP a mos. ~tlii.J:!m!l c 9 ). i t.ottMICI!I dlortctort•tl" A C IJK EP 8 mos. 

10. torttlleotl.., 11. Oete 1 certify that the atet..enta -.de on this fo~ end ell ett~ts ere true, accurate, end cOMplete. 1 ecknowledte thllt .,., tnDwingly telae or •tsleedtng atet,_,..t MY be pa1ishable by fine, t~~prlsorwent or both under applicable law. 
Signature end Title of COIIp8flY'& AUthorized Representetlve 

. 

11. Phone Number 
12. •- of COIIIIp8n)' Contact 

-~ 
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Page 2 of 2 -
United States Environmental Protection Agency form Approved 

Washington, D. c. 20460 
OMS No. 2070·0107 

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE 
Approval Expires 12-11-92 

IISTIUCTIDIS: Pl .... typo or print In .... Ple ... relld carefully the att~~ehed tnstructlom; end &'4JPIY the inforNtion r~sted on this for• . 
.... oddltt .... t ..... t(s) If ....... ry. 

I. ~- _. Addroao 2. Case I end •- J. Date and T~ of DCI 
INTAGRA, INC. 4079 Putrescent whole egg solids PRODUCT SPECIFIC 
8500 PILLSBURY AVE. SOUTH ID# 4866-RD-1905 
MINNEAPOLIS MN 55420 EPA Reg. No. 4866-9 

4, GuidoliM 5. Study Tltlo R Progress 6. Use 7. Test 8. Time 9. Regi!.ll Hnl 9 . ...,.,,._., 
0 Reports Pattern Substance '"""' Response ..-. c 
0 1 2 l 
l 

i.i Acut• toalc ~ lioc:hellfcal 

1528-iQ Acute oral to~lcity A C , IJK EP 8 mos. 
1528-11 Acute de,...l toatclty A C IJK EP 8 mos. 
1528-12 Acute lnholotlon (l) A C , IJK EP 8 mos. 
1528-13 Prl•ry ey. Irritation A C IJK EP 8 mos. 
1S:ZB-i4 Prl•ry cle,.l trrltotlon A C I IJK EP 8 mos. 
1528-15 

.· 
.,.,..., aerwltlletlon (4) A C IJK EP 8 mos. 

:J..s:m~~fi •... .._...."l!lty l...:ldontl (51 A C 'IJK EP 8 mos. ... 
I 

',i WJc.:t~ ~ ',.. 1• ••s l:!!d:D!I aaenta 
' 

' 

96~19 , ....... ~·-· • ..,.u ..... <54> A C IJK EP 8 mos. 

Initial to fr,;jic:ate certi-fiution as to inforMBtioo on this pege Date 

(full text of certificetlon is on pege one). 

---



United States Environmental Protection Agency Was.nington, o. c. 20460 
POOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS 

case I and Naae: 4079 Putrescent whole egg solids 

Page 1 of 1 

C.,: IP • ..ufectwf,. ..... praclact; EP • end-Uie prOiiJct; provided fonulators. purchase their ectlve lngredient(s) fra. a registered source, they need not subnlt or cite 
dlta ptrt.lntrw to the pwchllaed prollctaliiRE: If a procb:t Is a 100 percent rep.ckage of another r~istered product that Is purchased, and any use for the product does 
not dfffer fr• those of the purchaaed end retletered aource, usera are not slbject to any data requlrl!'lltflts identified in the tables.J; fEP,. t)'pical end-use product; 
TGAI • technical era of the Ktiv. t,..-edtent; PAl • ........ ectlve Ingredient; PAIRA ., "pure• •• tive ingredient, radiolabeled. -~·-r.p. A .. Ter .... trlal food crop 

f • Aquotlc ,_,_ lnduotrlat 
I • ... ldontt at aut- I - Terreatrlal food feed crop 

G • Aqu.tlc nonfood residential 
L · 1- food 

C • Terrestrial nonfood crop 
H • Greenhouse food crop 
M • Indoor nonfood 

D • Aquatic food cr-op E Aquatic nonfood outdoor 
I Greenhouse nonfood crop J Forestry 
M - Indoor Medical 0 Indoor reSidential Footnotes: [The followlne notn ere ref..-.nced In ~Oli.W1 tw (5. Study Title) of the REQUIREMENTS STATUS AND REGISTRANT'S RESPOHSE for•.J 

--·11-cal 

6 Required If t .. t aubatance Ia dlaperalble with water. 
7 l...,lred If ptocb:t contains c-..tlbla ll"'tda. 
• • ..... rod If procb:t ••• ""''d. 9 l..,tred If prcxllct II .. _,lelfllble ll.-ld met Ia to be diluted with petrol- solvents. -· , ...... -.. . ] •••lfred If tM proclict ~-l•t• of, or under ~ondltlarw of uae ruulte In, an lnh1leble •tirtal (e.g., ps, volatile substance, or aerosol/particulate). 4 lequlred If repeeted ~antect Nlth "'-' akin raulta Wlder conditione of uae. I 5 Inc I-• .. t .ba .._tod, If thor occur. 

Etfl-r ·---ret ....... 50 01.- to cr.--tt- ~oncemlng the effectlwnesa of vertebr•t• .. t•l repellents and the suitabilhy of l*l directions for such prcw:b:ts. registrants of pntlct .. contelnlne Putresc .. t Ytol• En Solidi_, Indicate the atudin upon Witch the clai• -.de for their prcw:b:tl are besed. Such studies in EPA's 
•te beH _,.be cited by MID,..,...,.,. or ec:c .. alon ....... r. Studln not In EPA's data bllse .. t be S~Uitted in the appropriate fonnat. If no efficacy 
date un be pi"O'It'ldld to .._t .. tlate tiNt clef• _. tor their procb:te, reglatrenta .. , c:~il to generate auch data, delete the relevant cl•i•. or ,.._, wlW~tery ancellatton of their ntlatrett ... 

-



., 

._ Ll'j<OO • ~L ' 
United States Environmental Protection Agency form Approved 

Washington, D. c. 20460 
OMS No. 2070·0107 

RBQUIREIIEIITS STATUS AND REGISTRANT'S RESPONSE 
Approval Ekpires 12-11-92 

IJIST~TIOliS: Plnae type or print In .... Pl .... relld carefully the attached instructtons and supply the 1nfor•tion requested on this fonn. 
UH -ttl-1 lhnt(o) tf .... .......,. 

I. ~ ,_ and Addrno 2. Case I .nd Na.e ]. Date and Type of DCI 
INTAGRA, INC. 4079 Putrescent whole egg solids PRODUCT SPECIFIC 
8500 PILLSBURY AVE. SOUTH ID# 4866-RD-1906 
MINNEAPOLIS MN 55420 EPA Reg. No. 4866-10 

4. GuldoliM 5. Study Tl tlo ~ Progress 6. Use 1. Test 8. T liM' 9. Regl~l' "'' 
lequlr-.t 

2 
hpo.-ts Pattern Substance ,, .... Response ...... 

0 I 2 ] 
l 

~~~-

1·· ... · Prod 9- · ltoctte.tcel 

1518-10 Procb:t •-•ttr A C IJK EP 8 mos. 
1518-11 .._..,.ct~lrlll p.-otess A C IJK EP 8 mos . 
1518-12 OtKUSalon of fo,...tlan of A C IJK EP 8 mos. 

..-_tcntiQnll h,grdier~t• 
1518-15 Certification of ll•lts A C IJK EP B mos. 
1518~16 · .. ·~··· .. ~lytle.l "'"'"""" 

A C IJK EP 8 mos. 
1518 .. i7(b) Pllplcal state A C IJK EP 8 mos. 
1!i18~17(f) .i Penlllr A C IJK EP 8 mos. 
151B-17(i) pll (6) A C IJK EP 8 mos. 
l.!i18-:,11(k) fl ..... llltV (7) . A C IJK EP 8 mos. 
1518-17(1) Stor ... at.tllllty A C IJK EP 8 mos. 

1518•17(11) vtocootty (8) A C IJK EP 8 mos. 
15iB-17(n) Mloclblllty (9) A C IJK EP 8 mos. 

I 

l!i:!.J\!'"l7(q) ~ ~''" ~· .. ~··t•tl•• A C IJK EP 8 mos. 

10. certification 11. Date 

1 cert1fy thet the at•t~ta .ada on this fon1 .nd ell attec~ts are t~, accurat~, ~ c~lete. 
1 .c:knowledste that any tno..t._ty felH or •ialeeding state.ent •Y be pwuahable by fine, II~JtrlsOARf'lt 
or both wder appl lc.t»le l.w. 

Slgnatur~ M.t Title of CC~~~pW~Y'• Authorized Reprnenutive 

12. •- of C.,....ny Contect ' 13. Phone Nl..lllber 

--



• 

Page 2 of 2 -United States Environmental Protection Agency f onn AA>f'OVed Washingt,on, D. c. 20460 
l:l48 No. 2070·0107 RBQUDUIMEH'l'S STATUS AND REGISTRAHT' S RESPONSE 
Approval Expires 12·31-92 IISTIIUCTIOIIS: Pl ... o tp or print In I'*· Ple .. rHd carefully the etteched fnatructions __, st.pply the tntor.tion requested on this forM. - oddltl .... l -t(a) If _..,. 

t.~noooondAddrao 2. Cue I lnd Na.e ]. Date and Type of OCI INTAGRA, INC. 4079 Putrescent whole egg solids PRODUCT SPECIFIC 8500 PILLSBURY AVE. SOUTH 
ID# 4866-RD-1906 MINNEAPOLIS MN 55420 EPA Reg. No. 4866-10 

4. Gut dolt no 5. Study Title ll Progress 6. Use 7. Test 8. lime 9. Rt>gis.trant 
' ·-··- Reports Pattern Subst&n(;e ,,..,.. Rt>::.ponse 

I -· 1 2 3 Jr 
I ... : . . :}::: ;: .: :··· : Asut• IQ5ic • li~fcel 

1.528 .. 1() .... Acute oral 'ox lefty A C IJK EP 8 mos. 1528-11 Acute de,...l toalclty A C IJK EP 8 mos. 1528,..12 ..... ·. Acul:• !!iullotlllft ' (3) A C IJK EP 8 mos. 1528-13 Prl...-y eye Irritation A C IJK EP 8 mos. 1528--,:tt····. ··: l'f'l•l'l' dor.l lrrltotlon A C IJK EP 8 mos. 1528-15 oer-l ... lthatlon (4) A C IJK EP 8 mos. t~~D±l!:tr ·····,:.•·• / .. ·'':.~t:S'!!)tlJ.h!tY lncldolnt• ($1 A C IJK EP 8 mos. 

I 
. : . .·. UftPFY .. Brtdnt• J:mtrol IMitJ 

?.!bl?'• · .. ·:···· i ·~11'11! .l'!ll•f,.....lian~ (50) A C IJK EP 8 mos. 

Initial to indicate certtficetion as to infon~ation on this page Date (full text of certific•tion is on page one). 

---



United States Environmental Protection Agency 
Washington, D. c. 20460 

POO'l'lfOTES AJID KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS 

case I and Na.e: 4079 Putrescent whole egg solids 

Page 1 of 1 

Ke,o: IP • --..f.cturlng·uee procl.ct; EP • ..:I•Uie product; provided fo,...latora purchase their active lngrediftlt(s) fra. a registered soorce, they need not sut:mit or citl" •t• pertalntne to the purct.Md pf'Oeb:t. [IGJE: If a produtt Ia a 100 percent repackage of another registered procb:t that Ia purchased, and any use for the product does 
not dtffer fr• those of the purchaHCI end reglttared aource. usera are not sUlject to .-.y data requlret~~ents i&ntifled in the tables.); lEP =typical end-use product; 
TGAI • teChnical grede of the active tngredlent; PAl • •pure• active ingredlent;.PAIRA • •pure• active ingredient, radiolabeled. 
-c.t_.t .. Ker-

A .. Terrntrlal food crop 
f • A<Joot tc nonfood l..._trlal 
l • IHldontlal out-

I • Terr .. trlal food feed crop 
G • Aqulltlc nonfood residential 
L · 1- food 

C • Terrestrial nonfood crop 
H Greetilouse food crop 
M • lrdoor nonfood 

0 -
I . . - Aquatic food crop 

Greenhouse nonfood crop 
Indoor Medical 

E • 

J -
0-

Aquut lc nonfood outdoor 
Forestry 
Indoor residential 

Footnote&: [The following notes ere referenced In col~ two (5. Study Jltle) of the IECIJIREMENTS STATUS AIIO REGISTRANT'S RESPONSE fore.] 

Pnlda...· 11-lcal 

6 lf41lred If tnt .W.t.-.ce Is dlaperatble with N8ter. 
7 lf41lred tf procb:t contelna cC!IIIbultlble l tquidl. 
• • ..... red If procb:t ••• ltCJ1ld. 
9 lequlred If procM:t Is en _,lslfl8ble liquid .00 Is to be diluted with petroleu~ solvents. 

kute T•lc • 11-lcal 

J lequlred If the ~t conelete of, or under conditions of use results In, In tnheleble -.teriel (e.g., gus, volatile substance, or aerosol/particulate). 
4 lequlnd If repeeted cantect Mlth ~ lkln rnultl Y1der conditions of use. 
5 lncldonta .. t ba r-tad, If tllay ocar. 

Efttcacr • ""-•te c:.ntrot ........ 

SO Dw to qun.tlona conc:emlng the effecth•neae of vertebrate eni•l repellents rd the suitability of label directions for &uch products, registrants of 
peatlcldee cc.t~telnlna Putrescent lltole Ell Solidi -t Indicate the studies '4XJ" which the claiiiS ~ for their pndJCts are based. Such studies in EPA's 
•t• bne .-y be cited br Mil rulber or eccesslon nullber. Studies not in EPA's date base ..,t be s~itted in the appropriate format. If no efficacy 
•t• cen be provl._. to aubat.u:lete the clet• .-de for their protb:u, regl1trents -..st c~it, to generate such data, delete the relevant claias, or 
requnt wlw.terr ancelletlon ,of their reglstr•tlone. 

., 



United States Environmental Protection Agency 
Washington, D. c. 20460 

RBQU]:REIIEHTS STATUS AND REG\STRANT' S RESPONSE 

Page 1 of 2 
form Approved 

OMB No. 2070·0107 

Approval Expires 12·11-92 
IIISTIUCTUIIS; Plea• -tYPe or--Print In lnt.------,-r .... reed carefully the atteched lnstf.uctions .00 supply th~ infof'lllllltion requested on this form. 
- _, ........... t(l) If --ry. 

2. Cue • and NM~e 
I. t_., ,_ and AddreM 

INTAGRA, INC, 4079 Putrescent whole egg solids 
J. Date and Type of OCI 

PRODUCT SPECIFIC 
ID# 4866-RD-1907 

.8500 PILLSBURY AVE. SOUTH 
MINNEAPOLIS MN 55420 EPA Reg. No. 4866-11 

4. Gutdollno ...... .._.. -
1151B~l0. 
1518-"11 
1518-12 

5. Study Tltla 

Prod a- · lioctM.ical 

PrcdJc:t IdentIty 

-oct~rl.,. proc:esa 
Dlacuaalan of for.tlon of .......... _ ............. " 

1518-15 Certlflcath•• of ll•lt• 
:15:!,1$~1~ -•rtl .. l 11!1~~ 
1518 .. 17 (b) . Pltyolcal atata 
1!!l,B-i:!,?.(f) ~lw.f· 
1518 .. 17(1) ... 
l!'i:!,l$~1.1 c-.J n.-•~•w 
1518-17 ( 1) . Star- atobllltr 

1!'it.Qrt7 (a) ••••w 
1518 .. 17 (~) Rloclbllltr 
1!'ill$tl1(9l t;jM-,_1. d!ll~t4tlatlco 

10. Cartlftcotlan 

(6) 

m 
(8) 
(9) 

15 6. Use 
~ Pattern r , 

A C 
A C 
A C 

A C 
A C 
A C 
A C 
A C 
A c 
A C 
A C 
A. C 
A C 

1 certify tMt the atat_.ta Mde an thla font .nd all attec:t.enta are true, accurate, P co.plete. 
I ecknowledee that .nt tnowlns~ly hlH or •iale~ing atate.nt •Y be JUlishable by fine, i~p"la~t 
or both under eppl lc.t»le I MI. 

st.-ture ..t Title of CCIIIf*IY'• Authorized Representative 

12. •- of ~ Canted 

IJK 
IJK 
IJK 

IJK 
IJK 
IJK 
lJK 
IJK 
IJK 
IJK 
IJK 
IJK 
IJK 

1. Test 
Slbstance 

EP 
EP 
EP 

EP 
EP 
EP 
EP 
EP 
EP 
EP 
EP 
EP 
EP 

11. Date 

8. Ti~ ,,., .. 

B mos. 
8 mos. 
a mos. 

8 mos. 
8 mos .. 
8 mos. 
8 mos. 
a mos. 
8 mos. 
8 mos. 
8 mos. 
8 mos. 
8 mos. 

13. Phone lluttM-r 

' 

9. Reglstront 
Re:,pon~e 

., 



• 

I. ...... :,.. ... 2 - - -

United States Environmental Protection Agency f., •• ,, •• «! l 
Washington, D. c. 20460 OHB No. 2070-0107 

REQUIJU!IIENTS STATUS AND REGISTRANT'S RESPONSE APProval E~ptres \l ll 92 

IISTIIUCTICIIS: PleaH typo .,. print In lr*. Please reed urefully the attached instructions end 51.4lfllY the infor111111tlon requested on this form. 

u.. oddltlanol -t(o) tf _..,. 

I. ~.-ondAddr-
2. Case I and N.-e 3. Date and Type of OCI 

INTAGRA, INC. 4079 Putrescent whole egg solids PHODUCT SPECIFIC 

8500 PILLSBURY AVE. SOUTH 
IDI 4866-RD-1907 I 

MINNEAPOLIS MN 55420 EPA Reg. No. 4866-11 
I 

4. Guldollno 5. Study Tltlo 't 
Progress 6. Use 7. Test 6. 1 ime 9. Regi:strul•l 

lequtr-.t 
Reports Pattern Substance '"""" Respon~e 

-· 0 1 z l 
l 

I,; '· Ac:ut!; T!!IS • liodoa~icel 

1528-10 Acute oral tOll.fc:tty 
A C i IJK EP 8 mos. I 

.. 

I 

1528-11 Acute .,..., toxicity 
A C I IJK EP 8 mos. 

1528-12 ·.•. I· acute .,.,.lotion (3) A C , IJK EP 8 mos. 

1528-13 Prl•ry ..,. Irritation 
A C IJK EP 8 mos. I 

1528-14 \ I'· .. Pr'-ry do,..l lrrltotlon 
A C ! IJK EP 8 mos. 

1528-15 DerMl ... lthatton (4) A C I IJK EP B mos. 

t~a~:t~f .. , .... I ~ltl~lty lncldonto (5) A C , IJK EP 8 mos. 

• 

.. . ... 
.······ 

&tft~ ~ v.rrea. •'I CGntt!l Alii&et• ' 
I 

?.f.-lll I 'r~l,. ~I•! ropollonto <501 
A C IJK EP 8 mos. 

----

lnlttaa to indicate ~ertlflcatton as to infonMetlon on thia pege 
Date 

(full teJtt of certifiuti· ,, on pege one). 



United States J~nvironmental Protection Agency 
Washington, D. c. 20460 

FOOTNOTES AHD KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS 
case I and Naae: 4079 Putrescent whole egg solids 

Page 1 of 1 

ee,: IP • -..1-.:turii"'I·Uie proclact; EP • end-Uie procb::t; provided forw..letors purchase theft active ingredient(s) fr01111 e registered source, they Med not sl.bftft or cite d8ta pertalnl111 to the purchued procb:t.(.,JE: If e prodJct Is e 100 percent repackage of another registered product that is purchased, and any use for the product does not dUfer fro. those of the purch•ed lnd reglatered source, users are not slbject to env data r~iret~ents idmtified in the tables.); TEP =typical end-use product; TGAI • tec:Micel .... of the ectlw hvrec:ll.,t; PAl • llp.w .. Ktlve ingredient; PAIRA • "pure" active ingredient, radiotabeled. 
U..--1-Koy: 

A • lerratrlal food crop 
f • Aquotlc .... f-t ,,...trial 
K • lnldMtlal...-

I • lerreatrlel food feed crap 
I • ac,..tlc nonfood residential 
L · 1- flood 

c -
" -" -

Terrestrial nonfood crop 
Greenhouse food crop 
Jrdoor nonfood 

D A~tic food crop E - Aquatic nonfood outdoor 
I Greenhouse nonfood crop J Forestry 
M Indoor Medical 0 Indoor r~sidential 

Footnotes: [The foll011lng notn ere referenced In col,_, two (5. Study Title) of the REWIREMENJS STATUS AND REGISJRANT'S RESPONSE form.) 

--·11-lcal 

6 I~CJ~Ired If tnt a&Mt..::e ia dispersible with water. 
1 l-Ind tf prOclct cantal,. c-.Ublo ll"'tdo. 
• • .......... tf prOclct ••• ll ... ld. 
9 lequlred If pr'II4Jct Ia .,. ..,lalfl8ble lt"'id end ta to be diluted with petrolef.JI aolvents. 

_,_, .... - .. , 
J Required If the procllct corwlaU of, or W'der condltlona of UM results ln. an iri\aleble •tJriat (e.g •• gas. volatile stbstance, or aerosol/particulate). 
4 lequiNd If r .... ted contect with...._.. akin rnulta &nilr condttlona of U5e. I 
5 lncl-• -• be ._ ..... If tltoy occur. 

Effie&)' • ,_ __ -not ..,_. 

SO Due to ~tl- cancemlna the effectlwnesa of vertebrate .. t•t repellents and the suitebility of label directions for such prcdJC:ts, registnnts of pnttct .. contelntng Putrescent "-le Elll Solids -t INiicate the atudtes upon Wlch the clai• -.de for their proWcts are based. Such studies in EPA's data bne _,.be cit .. br ••• I'UIIbtr or eccnaion I'UIIIber. Studies not in EPA's dllta bese .. t be s--itted in the appr-opriate fonnat. If no efficacy data un be prwldad to ...._tentlate the clal• ..t. for their procb:ta, reglatrants .. t c~it to generate such dllta, delete the relevant clai~~s., or 
....,..t wlw.tary cencelletlon of their real~tntiGN. 

• 
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United States Environmental Protection Agency For• Approved 

Washington, D. c. 20460 · 

RBQUIREIIEIITS STATUS AND REGISTRANT',S RESPONSE 
OH8 No. ZOl0-0107 

Approval EKpire~ 17· H·IJZ 

IISlRUCTJCIIS: PleMe type or print In ''*• Pl ... reed carefully the attKhed 1nstructions and supply the infor•tion requested on this form. 

11M -ltl..,.l -t(l) If necenary. 

I. '-.-ond-... 2. Case I and M- }. Odte and Type of OCI 

INTAGRA, INC. 4079 Putrescent whole egg solids PRODUCT SPECIFIC 

. 8500 PILLSBURY AVE. SOUTH ' IDI 1021-HD-1902 

MINNEAPOLIS MH 55420. EPA Reg. No. OR8800ll00 

4. GuldoiiM 5. Stud»' Title • Progress 6. Use ¥ 
7, lest 8. Tune 9. Re9•~·'' 

...... - ~ 
Reports Pattern Sl.bstance ,,_ Rt>~pun~.e - 0 1 2 ] 

l . 

•' ,, 

~[.!d a.- · lioc:t..ical 
. 

1518-10 Produc:t Identity A C IJK EP 8 mos. 

1518-.11 ~~turtl'll process A C IJK EP 8 mo~. 

1518-12 Diacuaatan of t .... uon of A C IJK EP 8 mos. 

............... '"'"''""" 
1518-15 Certification of llalta A C IJK EP 8 mos. 

J.-~18~1~ ... '_,,.,~, "'"""" A C IJK EP 8 mos. 

151B-17(b) ,..,-lcal atete A C IJK EP 8 mos. 

~$18rt~1(fl' """'''1 I A C IJK EP 8 mos. 

1!ilB-17 ( i) pll (6) A C IJK EP 8 mos. 

1518~PCkl .· fl_.lll.., 171 A c IJK EP 8 mos. 

1518-17(1) It or ... at•t ll ty A C IJK EP 8 mos. 

15J.B..,i.7 (a) . ·¥1-IIJ ,., A C IJK EP 8 mos. 

151B-17(n) RIIICibllltJ (9) A C IJK EP 8 mos. 

151Q~~1(9) ~ ...... ~~~"'·~···· A C IJK EP 8 mos. 

11. Dete 
10. Certification 
1 certify that tiM atat~t• _. an thla forw end all attec...,.ts are true, accunte, and coq~lete. 
1 ecknDMledsle th•t q tnoNinely falH or •taleading atat_.-.t ..-r be Jdllshable by fine, iiiPf"i&OIWI!nt 

or boih lftier eppl lcllble l•. 

Signeture ..t Jttle of C~'• AuthoriJed Representative ---
U. Phone N~Vcr · 

12. •- of COIIf*1'f ContKt 
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Page l Ol l 
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United States Environmental Protection Agency 
. Washingtpn, D. c. 20460 

fore~ APProved · 

OHB No. 2070·0107 
RBQUIIUIIIEIITS STATUS AHD REGISTRAIIT'S RESPONSE 

' Approval Expires 12-11·92 •, 

IIITIIUCTUIIS: Pl .... type w print In ''*• r&~ reed carefully the 1ttKhed inltructiona .nd supply the inforaation re<pJested 00 this for•. 
U. eddltl-l ... t(l) If MCIIIIry. 

1.~-~~~~~-- z. C.se I end •- l. Date and Type of OCJ 

INTAGRA, INC. 4079 ·putrescent whole egg solids PRODUCT SPECIFIC 
8500 PILLSBURY AVE. SOUTH IDI 1021-RD-1902 
MINNEAPOLIS MN 55420 EPA Reg. No. OR88001100 

--
4. Guldollno 5. ltudr Title Progress 6. Use 7. Test 8. Time 9. RegJ•.tri1nt ..... - Reports Pattern SIA>stance ,,..., Rc:.pon~;c - -I 

1 z ] 

I 7 {"'·· .· . . AedJ leis .. ljodtealul 

1528.,;10 
. . 

AcUte oral toxicity A C IJK EP 8 mos. 
1528-11 Acute .,._, toxicity A C IJK EP 8 mos. 

152&-n · .. 
.... ,. _,,..,., .... ell A C IJK EP 8 mos. 

1528-13 Pri•ry .ye lrrhetlon A C IJK EP 8 mos. 

1:;'ll!,.,l.4 ~rl-r . ..,_, !rrlt•tlflft A C IJK EP 8 mos. 

1528-15 ...,_, ... tttutton (4) A C IJK EP 8 mos. 

·:mru· 1 .. 1: .. ·•' •• ••••• ""'''"""''t'-''" ..... ~ (51 A C IJK EP 8 mos. 

r .•• -•..•. ' .•••. ·. __ .... ctits.y .. ,.,.... lie!trol · AemtJ 

lfli,..i? .... tr•l!ll 'l'I!IIJI ,....,,..,. C>jll A C IJK EP 8 mos. 

lnitlll to lndlc1t1 certific•t1on .. to infor..tion on thia pege D•te 

(full text of certtfiutlon is on pete one). 



United States Environmental Protection Agency 
Washington, D. c. 20460 

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS 
Case I and Naae: 4079 Putrescent whole eqq solids 

Page 1 of 1 

K.y: • ··IIII"AAfecturtng·Uie procl.:t: EP • lnd·UH product; provided fol"allatora purchase their acttve ingredient(&) from • tl!glstered source, they ~ed not stblllt or cite 
dlt• pert.lnlng to the purchued prcact. [IDlE: If a proct..ct Ia a 100 percent repackage of another registered product that il purchased, and any use for the product does 
not differ fr• thole of tH purchued ..:1 .... latered aource, user• are not sliJject to eny date requlrBRfltS- itientified In the tables.); YEP = trpical end-use produd; 
TGAI • t.chnlcal gr ... of the ectfve lngr.tl .. ti PAl • •pure• active ingredient; PAIRA ~ .. pure• active Ingredient, rediolabeled. 
UoeC.t_l_..., 

A .. lerrutrlal food crop 
f • ...-uc nonfood ln<btrlol 
It • lnldentlal outdoor 

I • Terre.trlal food feed crop 
G • Aqultlc nonfood residential 
L · 1- food 

C Terrestrial nonfood crop 
II Greef'tlouse food crop 
M Indoor nonfood 

D A~t ic food crop E • Aquatic nonfood outdoor 
I GreeMouse nonfood crop J forestry 
N Indoor Medical 0 Indoor residential 

)r()()t:Jlc)i:t!!l: (The follOMing not .. are referenced In colu.n tMO (S. Study Title) of the REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE for~.] 

--· 11-lr:ot 
6 lequlred If test IUblt~e Ia diaperaible with Meter. 
1 lequlred U procb:t contaiN c:CIIIIbatlble ti41ids. 
I aOCfllnd If procb:t lo 1 liquid. 
9 aequtred If procb:t Ia en -..lalfleble liCfJid .00 Ia to~ diluted .. tth petroleu~ aolvents. 

- l•lc • 11-lcol 

J lecfllred U the prCMixt c ... bta of, or .,..., condltfona of Ule results in, en lnhalable Ntertal (e.g., gas, volatile stbstance, or aerosol/particulate). 
4 I.,Ond If r..-ted contect Mlth '"-'akin result• under conditions of use. 
5 Jncl~ta _, be rtpOrt«<, If they occur. 

Efflcay • _. ........ -"" -

50 Due to quntlana conc:emlng the effectlwenesa of vertebnte .ni•l repellents lind the suitebllity of label dirKtions for such products, tl!gistrants of 
peattcldee containing Putreac•t Whole Ell Solids _, lndiute the atudin f4JOf' which the clei• Made for thetr products ere besl!d. Such studie-s in EPA's dlte beM ..y be cited br MID......_,. or KCetsion rullber. Studin not in EPA'• d.lte base lUSt be sut.ittl!d in the eppropriete fo,...t. If no efficacy 
•t• CM be provided to s&b.t .. tlete the claiM -.de for their pro4£ts, registrants -..st c0111i t1 to generate such dete, delete the relevant claim, or 
requnt YOlwatuy cerw:elletlon of their r .. istretl-. 

111 
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Paqe 1 ot 

I United States Environmental Protection Agency rfo<m Appcoved ~- ·~ 
Washington, D. c. 20460 

' 
UHU No. 2070·0107 

RBQUilU!IIEN'l' STATUS AND ~ISTRANT' S RESPONSE Approval Expire~ 1l-~1-~l 

JlltiiUCfJCIIS& P&...e typ8 or print: Ill IM. PlMH·relld carefully tiM attec.hed ln&trur;tiona .00 &upply the infotw~tion requt~>ted on th•:. torrn. 

U.. eddlt:l-l -..r(l) If I U ·Vl'· 

'·'-"' __ _ z. cautwd•-

IIITAGRA, INC. 
4079 Putrescent whole egg solids 

8500 PILLSBURY AVE. SOUTH 
MINNEAPOLIS KN 55420 EPA Reg. No. WA88000400 

4. lui.IIM 
..... 1--

.;<'·:-.-·.-

1518-10 
~-~lll-1:1, ,' 
1518-12 , ... 

5. ltudr Title 

I .,.... .... - at~tgl 

rroou:t 1-t ltr 

'"""'""tl,!l'l .. ,.._. 
DIICUUion of forMtl~ of 

' ,, .• : . ;,; . ; ' > ~"'~lonol '"""''"'" 
1518-15 Certification of ll•lto 

~:J,I:-tl1' .... , ; .... . •· 41l!!lni~ !III!I!R 
1518-11 {bl Pllplcal ototo 

ltil.lt-+17 .f
1
· · x.; J !!On¥ 

1518 .... 17( t. pi 

IAll#lt·(~l.;; ·· n_.!!I*Y 
1518-17 ( 1) ltor• otoblllty 

A§ll"'ll(ll) c "'"'"• 
1518-17 (n) Rloc1bllltr 

lldel'ii9l.. .-..!fll_._""''llft 

(6) 

m 
~·) 
19) 

Progress ,6. Use 
Reports P•ttern 
,.--,--

1 I 2 I l 

A C 
A C 
A C 

A C 
A C 
A c 
A C 
A C 
A C 
A C 
A C 
A C 
A C 

11. Certification 
I certiC't tMt the at•t-'ta _.. an thta fOI"'I .nd all att~U 1re true, .c:curete, llllCI c~lete. 

1 ~~eknolll_... tUt lllfl .,_,,..,,. hiM or •lal.-dina ettl-'t ..., t.. p61ishllble by floe, i~ria~t 

or botll - owllcablo 1001. 

St .... ture .nd Tille of ~··Authorized leprnent•ttve 

12. •- of Cclllpenr tont111tt 

IJK 
IJK 
IJK 

IJK 
IJK 
IJK 
IJK 
IJK 
IJK 
IJK 
IJK 
IJK 
IJK 

1. Jest 
St.bstance 

EP 
EP 
EP 

EP 
EP 
EP 
EP 
EP 
EP 
EP 
EP 
EP 
EP 

l. o.ne and Type of DCI 

PRODUCT SPECIFIC 
ID# 1021-RD-1903 

11. Date 

6. Tune 

'"""' 

8 mos. 
8 mos. 
8 mos. 

8 mos. 
B mos .. 
8 mos. 
8 mos. 
8 mos. 
8 mos. 
8 mos. 
B mos. 
8 mos. 
8 mos. 

U. Phone Nu!Vcr 

9. Re91'>ll on1 

Ae::.pon:.c 

., 



United States Environmental Protection Agency 
Washington, o. c. 20460 

RBQUIRBIIEIITS STATUS AND REGISTRANT'S RESPONSE 

P.1.gc 2 llf ~~ 

f o• 111 Awroved 

OHH Wo. 2070-0107 

Approval hpires 12 i\-92. 

UISTIUCliCitS: Pl .... type or Pi'-lna In''*· PlMH feed carefully the attached instruttion5 and supply the infor.ation requested on this !o11n. I U.. .Wttt-l ilhMt(a) tf nKeennry. 

'·'----­INTAGRA, INC. 
8500 PILLSBURY AVE, SOUTH 
MINNEAPOLIS HN 55420 

4. Gui.IIM . ...,,,_ -
1.5::1B~1o 
1528~11 

' 

15::18~l,~. .. . . ·''·'•· . 
1528~13 

l§;!ftc14 • .. ··., .. · .. 
1528~15 

J.iilJbl§ ;.i )£ 

5. lludl' Tltlo 

egq Jets .. lizt"lctl 

~Jo i!rol tQIIIclty 
Acute .,.., toatc:ity 

.... ·~l!!tl'!!' .~1 
Prteary eye trrhethwl 

f~l!!'n' ~~ trrlt~U'!!'I . 
-~ ... ltlutlon 141 

fM!ftl't!tfYIIJ'J!51~. . "' 

cqtssy·· ..... wm WI!' 

.... ".0': . .... ,,.,~.«"-·,.,., i 1 ln'!lll• ••""' IW\1-. ""' 

Initial to lrdicate certtficatlon as to inforw~t1on on this ~ 

(full text of certification is on~ one). 

I I 
2. Case I end Ma.e 

4079 Putrescent whole egg solids 

EPA Reg. No. WA88000400 

Progress ,6. Use 
Reports Pattern 
r--r-

t I 2 I 3 

A C 
A C 
A C 
A C 
A C 
A C 
A C 

A C 

, IJK 
IJK 
IJK 
IJK 
IJK 

' IJK 
IJK 

IJK 

Date 

EP 

l. 0dtc and type of OCI 

PHOUUCT SPECIFIC 
10# 1021-HU-1903 

8 mos. 

111 



United States :~nvironmental Protection Agency 
Washington, o. c. 201160 

I'OO'l'HOTES AIID KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS 

Case I and Naae: 4079 Putrescent whole egg solids 

Page 1 of 1 

r.,: • • -'ec:turlrw·UH ~t; EP • .... UH procUct; prowl~ fotWUlators purchase their active Ingredient(&) fro. a registered source, they need not stbnit or cite 

data pertalnlne to the pwchMtd prc81ct.IIOTEl If a procb:t Is a 100 percent repec:t.ge of ..-.other registered product that is purchased, and any use for the product does 

Mt differ,,... thoM of tH pui"CheHd end hiJiatered eource, uaen are not stbject to eny data requtre.ents identified in the tables.]; lEP"' typical end-use prO<.kK.t; 

T&AI • tKhniAl .,. .. of the ectiw 1111f'tdlent; PAl • •pw.- ..::tive ingredient; PAIRA • •pure• at tive ingredient, rtldiolabeled. ---·-c.r: &· • Terreatrlal food crap 
f • Aquotlc .... toad lraatrlol 
I~ 1•1-lol-

I • Terr•trlal food feed crop 
I • Aquotlc nonfood rooldontlol 
L • 1- food 

c - Terrestrial nonfood crop 
H - Greenhouse food crop 
M • Indoor nonfood 

D Aquatic food crop E - Aquatic nonfood outdoor 
I Greenhouse nonfood crop J Fore::otry 

Ill Indoor Medical 0 Indoor residential 

Footnotes: OM followl-.. nDtn are refer.nced In colwn tMO (5. Stucty Title) of the REQUIREMENTS STAJUS AND REGISTRANT'S RESPONSE for11.) 

---··-.. · 6 lequlreci If tnt .at.nee Ia dlaper.ible Mith ... ter. 
7 loqulrod If procll<l cantol,. c-.ttblo l tquldo. 
I hqulrod If procll<t lo • liquid. 
9 .... Ired If ~t Ia .n -.latflllble liquid end Ia to be diluted Mith petrol- solvents. 

- T•lc • 11-lcol 
I 

J a..,tred If tM ~~ conalata of, or ..-.der condlttcww of we rnulta In, an iMellble •t•ri•l (e.g., gas, volatile st.bstance, or eero~ol/particutate). 

4 ltllldred tf ...-ted contiiCt Mlth ..._,. lkln rnulta ..-r c~ttlun1 of uae. I 
S tnol-• .. t be -tod, If tlooJ occur. 

Effl- • ~- Contr8t -
50 lkM: to ..-tiona corw;emtrw the effectlwnn• of vertebrate eni•l repellents and the auitabil ity of label directions for auch products, registrants of 

pnttcl .. cantalnlna PUtrncent '-'tole Ell Solidi-~ Indicate the studies I4JOil which the cl•i• -.de for their prcdJCts are based. Such studies in EPA's 
•t• baM..,- be cited br ••• ..-.r or accnalon rulblr. Studies not in EPA's date base aJSt be &lbaitted in the awropriate fonnat. If no efficacy 
•t• C8ft be pravtdlcf to ..-tal ate the clef• ... for their producll, reglatranll lUSt c~it to generate such date, delete the relevant claiiOS, or 

,....t vol.mtarr cencellatton of their r .. ~etretl-· 

., 
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UNITEC STATES ENIII"ON!.OENTAL. ~"OTEC:TION AGENCY 
llrtA4;o.H~GTO~. Q.C.l04'Q 

J.l. 2 9 1585 

.,.,,c ..... Pll NOTICE 86•5 II'CITtCI •• I ••• Tea1C IWOITAIItCtl 

NOTICE TO PIIOCUCERS, rO""ULATORS, CISTRIIUTORS 
ANC REGISTRANTS 

Attention• Peraona reaponaible tor rederal re;iatration of 
pea tic idea, 

Subject• Standard format for data aubaittad unda~ tba rada~al 
Inaecticida, Fungicide, and Rodenticide Act (FIFRAI 
and ca~tain p~oviaiona of tile reda~al .rood, c~ug, 
and CO,.letic ACt (P'FCCA), 

r. Pu~po•• 

To ~•qui~• data to be aubaittad to tile lnvi~on.ental 
Protection Agency (EPA) in a atanda~d fo~at, Tbia Notice alae providaa additional g·~idanca about, and Uluatrationa of, tbe 
~•qui~ad toraata. 

II, Applicability 

Tbia PR Notice appliea to all data. tbat a~e aub•itted to EPA 
to aatiafy data ~equi~ementa fo~ ;~antin; o~ •aintainin; paaticida 
~egiat~ationa, expe~taental uae parmita, tole~ancea, and ~elated 
app:ovala unde~ ce~tain p~oviaion• of rirRA and rrccA. The .. 
data are defined in rirRA SlO!dl!ll. Thia Notice doaa not apply 
to comme~cial, financial, o~ p~oduction inforaation, whlih a~e, 
and ... at continue to be, aubaitted differently unde~ aepanta 
cove~. 

III. Effective pete 

Thia notice ia effective on Nov .. bar 1, ltl•. Data fo~tted 
according to thia notice •ay be aubaittad prior to the effective 
date. Aa of the affective date, aub•itted date pack-eaa that do 
not conform to theae raq .. tra .. nta aay be returned to the au~itt•~ 
for neceaaary revlaion. 

IV. Background 

on lapt•ber 2•, uu, IPA pubUahad propoaecl re;ulationa 
in the Federal Re;later <•t FR 371511 vhlch include Requlra .. nta · 
for Data lubaiaalon <•o erR 1151.321, and Procedure• for Claiaa 
of confidentiality of Dlta .<•o erR 1151.331. Tha~a regulation• 

1 

-------- ·~ - -· ----- ---· . 



I 

specify the fo!"'llat for data ••omitted to EPA wnder Section 3 of FIFRA and sections 408 and 409 of FFDCA, and proced•••• ~hicn m.Jst be follo~ed to m•-• and I.Jbstantiate clatm• of cnnfiden-• _ a ll t J' • :1-:. "n t l ~ ~ ..... t s ) ~ .1 •. d --:- • ~ i. = 1 .. • 1 J.: i c 1 3 C" e .: il"' .. >~ ;:, C. , elt~er by the proposed re~.Jlation or by this notice. 
OPP ia making theoe req•irements mandatory thro.Jgh this Notice to gain reso .. rc-·aavin~ benefits from their ••e before the entire proposed regwlatlon becomes final, Adeq.Jate lea1 time Ia being provided for a•b~ltterl to comply with the new requirements, 

v. ~elationlhip of this Notice to Other OPP Policy and Guidance 
While thil Notice containo requirements for or~anizing and 'formatting submittals of supporting data, it does not address the s.Jbstance of test reports themselves. "Data reporting• ;widance is nov under development in OPP, and will specify how the st.Jdy objectives, protocol, observations, findin~a, and concl.Jsions are organized and presented within the study ~aport. The data reportin~ guidance will be compatible with submittal format requirements described in this Notice • 

. ~PP has al'o promwlgated a policy (PR Notice ~6-4 dated April 15, 1986) that provides tor early acreeninO of certain applications for re~istration under FIF~ Sl. The objective of the screen is to avoid the additional costs and prolonged delays •sociated with handlin~ significantly incomplete application packages. Aa of the effective date of this Notice, the •=reen will include in itl criteria for acceptance of application packages the data formatting requirements described herein, 
OPP has ahb established a pwblic docket which iaposea dead­line.a for inserting into the docket docwmentl IUbmitted in con• nection with Special Jtevieva and Jlegiltration Standard• (lee 40 C:Fit U54.U and 1155,32), To meet th .. e deadlines, OPP h req01iring an additional copy of any !!W, 111btllitted to the docket. Plea•• refer to Pa;e 10 for more information abc.Jt this req11irement. 
For several years, npp has reqwired that each application tor registration or other action incl11de a list of all· applicable data requirements and an indication of hov each is aatisfied--t~e aute ... nt of the •ethOd of support for the application. Typically, many requirements are satisfied by reference to data previously s11bmitted--either by the applicant or by another party. That re­qu·iraent 11 not altered by this notice, vllich appli .. only to data submitted wit~ an application. 

vr. roraat lteCNin•enu 

A •ore detailed discussion of these toraat requirements follova the indea on the next page, and samples of ao.e of the reqllir .. enta are attached. Except for the langua;e of the two alternative foraa of the ltate•ent of Data confidentiality Claims Cshovn in Attacn.ent ll vhich cannot be altered, these·a .. plea are illustrative. AI lon; aa the required inforaatlon 11 included and claarly identifiable, the font of the aaplea •ay be altered · to reflect.the auO.itter'a'prelerence. 

2 
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• INDEX • 

':'e<t ~xa-.,lo 
~ Page 

A. O~;anization of the Submittal Packa;e 
B. Transmittal Document • • 
c. In~ivi~ual St~~iea • • • • • • • • 

J 

4 

4 
C.l Special Conaiderationa for Identifying Studiea. • 5 

D. Organization of each Study Volume • , • • • • • • • 
D.l St~dy Title P•;• , , , , , , , , , , , , , , , , 
D.:Z 

D.J 

Stat~ment of Data Confidentiality (baaed on FIF~ SlO(dl(ll) ••• Confidential Attachment • , • , • • • • • • • • • 
• • • • • • • • 

6 

7 

e 
8 

D.4 Supplemental Statement of Data Confidentiality · Claima (other than thoae baaed on rzr~ SIO(d)(l)J · 8 D.5 Good Laboratory Practice Compliance Statement • • 9 
!. Reference to previously Submitted Data • • • • • • • 9 
r. Physical ronaat Requirements • Nwaber o.f Copiel • • • 9 
G. Special Requirements for Submitting Data to the Docket 10 

•••••••••••••• A. organization of Submittal Package 

17 

11 

17 

12 

ll 
15 

l4 
16 

A 'lubl'llittal package' conaiata of all at~iea aubmitted at t~e a&me time for reviev in aupport of a single regulatory action, along vith • tran .. ittal document and other related ad•iniatrative material (e.g. the ••thod of aupport atatel'lllnt, IPA 'or.a 1570•1, 8570•4, 1570•20, ate.) a a appropriate. · 
Data aubaittara •uat organize each aubaittll package •• described in thia notice. The tranamittll and any other adl'llin• iatrative •aterlal auat be grouped together in the firat phyaical volu••• IICh atudy included in the aub•ittal packag•.•~•t then be bound aaparataly. 

lu~tttera eoaattaaa provide additional .. cariala that are intended to clarify, a•phaaiae, or otharwi .. ca..ent to help Product Manag~ra and reviavara better undaratand tha aubaittal. -
-

If auch aaterlala relata to one atudy, thlf abould be included aa an appe~dix to that atYdy. . · · 
If auch aatarlala relata ·co •ore than one atudy (aa for ex .. pla a au.aary of all ltud!ea in a diaclpllnal or to the aubl'llittal in general, they auat be included tn the a~tttal package aa a aeparate atudy (with title page and atat ... nt of conftdanttality clataal. 
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I 
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I 

I 
I 

l 

Th• fi:st item in each aw~mittal pae~a~e m~at be • trans-::-~t"':-1 "·': .. -: .• - .. :.~ ............ :.:....:.~·.r.:.:::.-=s ~he: ~ ... :-rr. .... :~= ;:- 1 ·.~ jo1nt s•Omlttera; the regulatory action in support of wh1ch the pac~a;e Ia being a•bmitted••i.e., e registration application, pet1t1on, experimental wse pe,.,lt (£UP!, SJ(cl 121 IBI data call• in, S61al 121 ••bmittal, or 1 special revtew; the transmittal date; and • list of all lndlvi~ual studies included In the pacxage in the order of their appearance, showing (usually by Guideline reference numoe:l the data requlrement(s) addressed by each one. The EPA-assigned number tor the regulatory action (e.;. the re~istratlon, EUP, or tolerance petition number! ahould be Included In the transmittal document aa well, If It 11 known to the ••bmltter. See Attachment 1 tor an example of an acceptable transmittal document. 

The llat of included atudlea in the tranamlttal of a data 1.1bmlttal package aupportlng a regiatration application ahould be eubdlvlded by dlacipllne, reflecting the order In which data requirement• appear in 40 C~R 158, 
The lilt of included atwdlea in the tnnamittal of a data submittal package aupporting 1 petition for tolerance o; an application for an EUP ahould be subdivided Into aectio~a A, s, c, .. ,, of the petition or application, •• defined In 40 erR· 180.7 and 158,125, Cpetltlone) or Peeticide Aeeeaament Guidelines, S.lbdivialon I IEUPI) •• appropriate. 
When 1 aubmittal package aupporta 1 tolerance petition and an application tor a re~latration or an EUP, liat the petitton­atudles first, then the balance of the atudiea, Within theae two groupe of 1t.1diea follow the inatructionl above, 

c. Individual Studiel 

A ltudy il the report of a lingle lctenttftc inveltigatlon, tncludin; all lupportin; analy1e1 required fo: logical complete­nell, A atudy 1hould be Identifiable and diatin;ullhable by a conventional bibliographic citation including author, date, and title. Studiel generally corre1pond in 1cope to a aingle Guide­line requireaent tor lupporting data, with 10111 excepUonl dia­cuaaed in aection C.l. Each atudy included in 1 IUbllittal package mwat be bound aa a aepa.rate entity. (See c-ent1 on bindin; ltudiea on page t,l · 
Each ltudy •uat be conaecutively paginated, beginning from the title pa;e al page 1. The total n~r of pagea in the com­plete atudy •uat be ahown on the atudy title page. In addition (to enaure that inadvertently aeparated page1 can be reaaaoc:iated with the proper atudy durin; handling or review) uae either of the tollowin;a 

Include the total nu.ber of pagea tn the complete atudy on each page (le., l of no, Z of zso, ••.• zso ot zso I. 
- Include a c011pany nae or •ark and ltudy nonaber on each. page of the atudy, e.g., Ccepany N ... -ltll-23. Never reu•• a atudy n~r for .. rktng the page1 of lubaequent atwdiel. 
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When a lin;le lt"dy is extremely len;, bindin; it in multi~le vol~mes 11 ~•rmissible so l~nQ as t~~ e~~~re ~tu1! i~ ?!:i~~:~~ .. :· . .! =~r.,..:.c .- • .:•••, •r~o ....... , v~ol..,me is pl.AlnJ.y identified by the study title and itl position in the. multi-volume aequence. 

C.l Special Coneiderations for Identifying Studies 
some atudiea raiaa apacial problem• in atudy identification, becauaa they addraaa Guidalinaa of broader than normal acope or for other raaaon1. 

a. Safetv Studiel. Several Guidelines require tlltin; for aafety in mora than one ·~ct••· In th••• ca1e1 each species te1ted should be rsportad aa a separate study, and bound separately. · 
Extensive supplemental reports of pathology reviews, feed analysaa, hiatorical control data, and the like are often a110c• · iatad with aafety studies. Whenever possible thaae ahould be submitta6 with primary reports of the ltudy, and bound with the primary st~dy aa appendices. When 1uch supplemental reports are submitted independently of the primary report, take care to f"lly _identify the primary report to which they pertain. 
lattariaa of acute toxicity tests, performed on the same end usa product and covered by a single title pa;a, may be bound to~ather and reported as a sin;la study, - b. All product chemistry data within a in support of an end-use product produced from registered aanufacturin;•use product• ahould be bound aa a ain;le ltudy under a ain;le title pa;e. 
Product ch .. iltry data aubmitted tn support of.a techni• cal product, other aanufact"rin;•uae prod~ct, an experi .. ntal uae per.it, an import tolerance petition, or an en6-uae prod· uct produced fr011 unre;htered aource in;redie_nta, ahould be bo~nd aa a aingle atYdp for each Guideline f!riea 161, 62, and 631 for conventional pesticidea, or for the equivalent a~ject range for biorationa1 peaticidea. The firat of the three atudill'. il'f a c011p1ue prod;~ct cheaiatry aubahtal f"-lr a bioch•tca1 peaticlde would cover CuideUnea 151•10, 151•11, and 151•121 'the aecond would cover Cuide1inea 151•13, 151•15, and 151•161 the third would cover Guideline 151•17. The Urat ...,,. for a aicrobiel peaUclde would covet CuideUnea 151•20, 151•21, and 151•221 the aecond would cover Cuidllinea 151•23 and 151•251 the t~ird would cover Guideline 151•26. 

Note particularly that product ch .. iatry at~iea are. likely to contain Confidential auaineaa Info.-ation ae defined in PIPIIA llOCdliUCAl, Cal, or CCI, "and U ao auat be handled aa deacribed in aection D.l •. of thia notice. 
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e. ReSidue c~e~ist"y StJdleS. ~JidellOOS 171-4, 1S3-), 
~~d , -;1.4 '.~P ~ll:~.r~-_,1., ~:'0!1 1~ 1111 <"":0':'~~ ,t.:~i!S ~d1~essin<; 

:"t!Sli.l.Je C!"te!nlStry r•~-.;l:"ffl"!lern~ m.hol:. t.1 ... S .:::le ~o~ct ~r1e...J l.t ll 

level below thAt of the Gu1~eline eo~... The ~enerol pr1neiple, 

however, of limitin~ a stJdy t~ the report of A sin~le invea­
ti••tlon Still a~plieS fJlly. Data Sh~Jld ee treAted AS A 
s1n;le stJdy ond bound separately for each onolytieal method, 
each report of the nature of the residJe in 1 s1n~le crop or 
Anlmal speeiw•, ond for eoch report of the ma~nitJde nf resi­
dJes resultin~ from treotment of a ain~le crop or from proees­
ain~ • sin~le crop, When more thon one commodity Ia derived 
fro~ 1 sin~lv crop (aJeh os beet tops and beet roo~s) residJe 
doto on all such commodities should he reported as a sin;le 
study, When multiple field trials ore associoted ~ith 1 

sin<;~le crop, 111 such triola ahould be reported •• 1 ain;le 
study. 

D. ~rganization of Eoeh Study Volu~e 

Faeh complete study must in~lu~e oll opplicohle elements. in 
the list below, in the ordwr indicated, (Alan 8Ve Poge 17,) 

Several of those elements are further e•plolned in the followin; 
pArogrophs. Entries in the column headed '••ample' cite the 

-pA<,le number ot this notice where the e!..e_ment 18 i.ll01stroted, 

Study Title Poge 

Statement of Data 
Conf identhli ty 
c la illls 

Certification 'of Good 
Laboratory Practice· 

• 

Flagging statements 

Body of St01dy 

Study Appendicea 

cover s~eet to confi• 
dential Attach8ent 

CII At.tilchllle!lt 

Suppla.ental Stst .. ent 
of Data confidentiality 
Clalllla 

Always 

one of the two alternative 
forms of this statement 
is always raq01ired, · 

If study reports laboratory 
work subject to GLP require• 
menta 

Page 12 

Pa~e 13 

Page 16 

For certain to•lcology studies, IWhen 
fla;gin; requirement• are finalized.) 

Always - with an !n;1lah 1an;ua;e 
translation if require~. 

At aubmitter'a option 

If cat h c\a lllled 11nder 'npu 
llOidlllliAI, (II, or (CI 

I 

If CBI ia claimed 11nder PIP~ 
ClO(d)(liiAl, (1), or ICI 

O"lY. U conU"~entlallty ta 
.claimed on a baaia ot~er than 

PIFilo\ UOidl"ll)(Al, Ill, or ICI 

6 

Pa;e 15 

Pa;e 14 
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0.1 Titl'" Pa;e 

A title pa~e i• always req.aire1 !or each s.ab~itte~ at.ady, 
publiahed or unpubliahed, The title pa;e ~ust alwaya be freely 
relouable to requestorS! 00 NOT INCI.UO! CBI ON THE TI'ri.r. PAGE, 
An exa~ple of an acceptable title pa9e ia on pa9e 12 of this 
notic•. The followin9 information muat Appear on the title 
page1 

e, Study title, The st~dy title ahoul~ be as descriptive •• 
possible, It must clearly identify the aubstance(a) tested an~ 
correspond to the name of the data requirement as it appears 
in the Guidelines, 

b, Data requirement addresaec, Include on the title pe;e the 
Guidebne numller(al o! the ap•ciHc req~irement(sl eddnued by 
tl\e at.a~y. 

c. . Autl'lor( s l, Cite only indivi~uala wi tl'l p. imary intellectual 
respons1b1l1ty for tl'le content of the study, Identify tl'lem 
plainly as a.athors, tQ distin~.aisl\ tl\em from the perfo~in; 
laboratory, st.ady sponsor, or other names that may also appear on 
the title page, 

d, Study 
the st.ady, 
times, use 

Date, Tl'le title 
I! parte of tl'le 

only the date of 

pa~e m.ast include a single date for 
st.ady were performed et different 
the latest 4lement in the st01dy. 

e, Performing Laborator~ Identification. 'If the atudy report• 
work done by one or moreaboratoriea, include on the title pe;e 
the name and addree• of the perfo~ing laboratory or laboratories, 
and the laboratory's internal project nOiftlber(s) for the work. 
Clearly disting.,ish the laboratory's project identifier from any 
other reference nulllbera provided by the study sponsor or submitter. 

f, Sufplementsl Subaiaaion•. If the atudy is a c~ntary on 
or supp amant to another previously s.abmitted study, or ·if it 
reaponda to !PA q.aeations raised with reapect to an earlier stu~y. 
include on the title page elementa a, tl\rough d. for the previo~sly 
s.abaitted atudy, along with the !PA Naater Record Identifier (MRIDl 
or Acceaaion nuabar of the earlier st.ady if you know theaa numbers. 
(Suppl ... nu· auboaitted in the aue subrlittal pac:ka;e 11 the pri111ary 
atudy aho.ald be appended to and bound with the priaary ltudy, Do 
not include auppl ... nta to •ore than one atudy under a ain;le 
title page). 

• 
If the study ia 1 reprint of a pub-
the title page all relevant facta · 

, auch aa journal title, vollfte, "iaaue, lncluaive 
and p.ablication data. · 

' 

-----'---.,---------- -----------



I 
0,2, StHe,eot.• of 1lata Confi~entiality Clai"'l Uoder rtrJU SlOidllli. Eacn sub,itted lt"dy "'"~t be accom~ao!ed by one of t~e two alternative forms of the State~ent of Oato Confidentiality Cli!"'S specified in the propose<1 rog"lat!On in ~15~.33 lbl and lei, (See AttiCMr:liOt 31 !~Ill stater,ents l~ply ~to Clai"'s of dltl coofideotiolity hued on F!r!V. SlOidlllliAT";""'iBI, or ICl. use the ap~rop~1•te alt~rnative ~orm of tMe atatement eit~•r to nun a claim of qn(dllll data confi<1entlllity (q58.3Jib)) or to ••1ve s"ch a claim 1Sl58,33(c) ), In either ease, tno statement m"st be si;nod and dated, and "'ust include tho typed na"'• and title of tho officio! who si;n1 it. 00 not make CBI claims with respect to a~alytlcal methods associated with petitions for tolerances or emor;eney exemptions <••• NOTE PQ lll. 

o.l. confidential Attachment 
If tho clal~ is made that a study includes confidential bull­ness information 11 defined by tho criteria of FIFRA SlO(d)(lliAl, Ill), or IC) <•• described in 0.2. above) all sueh inforft\ation must be excised from the body of tho st"dy and confined to 1 separate st"rty-spoeific Confidential Attachment. Each passa;o of CBI so ·isolated m"st be identified by a reference n"mbor cited within the ·body of tho at"dy at tho point from which tho palll\,lo was excised (See Attachment 51. 

Tho Confidential Attachment to a st"dy must be identified by a co_vor ahlfot f"lly idontityin.• tho parent study, and must be clearly marked •confidential Attachment.• An appropriately annotato<1 photocopy of tho parent atu<1y title page may be uaod as this cover shoot. P4ginato tho Confidential Attachment separately from tho body of tho study, bo~inning with page 1 of X on the title pa;o. Each passage confined to tho Confidential At~achment must be assoc­iated with a specific croaa reference to the page(a) in tho main body of the at"dy on which It is cited, and with a reference to the applicable pasaage!al of FIFRA SlOidllll on which the confidentiality claia ia baaed. 

D.4. Supplemental Statement of Data Confidentiality Claims (Soo Attachment 4l 

If you wiah to aako a claim of confidentiality for any portion of a submitted 1t".1dy other than described by FIFIIA UO!dl (ll!Al, (1), or (C), tho following provialona applyt -
-

-

The apeciflc lnfo~ation to which the claia applioa auat be clearly aarked In the body of the at~dy aa'auttject to •. elai• of confidentiality. 
. 

A Suppl~ental Statement of Data Confldenttallty elaiml auat be aubaitted, identifying eaeh paa1.;e elaiaed confi­dentiel and deacribin; in detail the baaia for the clala. A liat of tho points to addreaa ln auch a atateaont ia included In Attachment 4 on P; 14. 
The s~pploMOntal Statement of Data confidentiality Claim• Muat be al;ned and dated and muat include tne typed no.• and title of tho offleial who signed it. 
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E. 

This statement Ia required if the atudy contain• laboratory 
•~bject to CLP requirement• apecifled In 40 CFR 160, s~­
of these atatem•ntl are ahown in Attachment 6, 

Reference to Previously Submitted Data 

DO NOT RESUI~IT A STUDr THAT HAS PREVIOUSLr IEEN SUBMITTED 
FOR ANOTHER PURPOSE unle11 EPA specifically requests it. A copy 
of the title page plus the ~RID number lif known) Is lwfficlent 
to allow ua to retrieve the study tamedlately for review. Thla 
prevents duplicate entries in the Agency files, and aavea yo~ 
the coat of sending 1110re copies of the study, References to pre• 
viously submitted studies should. not be included in the transmit• 
tal document, but should be incorporated into the statement of 
the method of support for the application. ·· 

r. Physical Format Requirement• 

All element• In the data submittal package must~• on uniform 
a 1/2 by 11 Inch white paper, printed on one elde only In black 
ink, with high contraat and good resolution. lindlnga for Indi­
vidual studies must be secure, but easily removable to permit 
disassembly for •lcrofilmlng. Check vlth EPA for special 
Instruction• before aubmlttlng data In any •edlua other than 
paper, auch aa fil• or •aynetic .. dia. 

Please ba particularly attentive to th• fo~lovino pointaa 

o Do not include frayed or torn pa;ea. 

• o Do not include carbon copiea, or copiea in other than 
black ink. 

o Make aura that photocoplaa are clear, co.plete, and fully 
readable. 

o Do not include overai1e COJOputer printout• or fold-out pages. 

o Do eot ~ind anr docuaenta with glue or ~inding tapea. 

o Make aura that all pa;ea of each et~r. including any attach-
•nte.or appendicaa, are preaent and in correct aeca.1anca. 

~~~~~f-f!~~~~~=~~!,! e~aittal•packagee eacept o Standard or lpecial Review 
auet be provided ln ~ co.plete, identical 

copiea. CThe proposed regulation• epeclllii two copiear three · 
are nov ~eing required 'to expedite and reduce the coat of procaa­
alno data into the OPP Peaticide Docuaent Manave•nt •r•t•• and 
getting it into nviev.) · · 

t 
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C. Special ~egu1rements for Submlttin2 Data to tne COekot Clta auom1ttal paekaQtl •••oc1attd w1tn 1 "•Qlltration scan• 
dard or Special Review must be provided in foJr copies, from one 
of wnien all material claimed •• C~I has oven-ixc:iaod, Thia 
fo•rth copy will bteomt part of tho public: doc:ktt for tho RS or 
SR east. It no c:laima of c:onfidontiality are made tor the atudy, 
the fo•rtn copy anould be idtntic:al to the other three. When 
portiono of 1 atudy aubmitted in aupport of an RS or SR are 
clalmtd II CBI, tho first three c:op1e1 will include tho CBI 
material •• provided in aeetion D of thil notice. The followinQ 
apecial preparation ia required tor the fourth copy. o Remove the 'Supplemental Statement· of Data CC'ntidentlallty 

Clai.IDa', 
o Remove the 'Confidential Attachment', 
o Exc:iae from the body ot the atudy any information you claim 

aa confidential, eve'n it it doea not tall within the acope 
ot t'rFRA SlOCd)(l)(Al, CBl, or CCl. DO not c:loae up or 
paraphra•• text remainin; after thil excilion, .0 Mark the fourth copy plainly on both itl cover ana ita title 
pa;e with the phra1e "Public Docket Material • c:ontaina no 
information claimed aa confidential", v. For Further ,,formation 
For further information contact Willi~ c. Groaae, Chief, 

Information service• Branch, Program Mana;e~nt and Support 
Diviaion, (703•S57•2613), 

AttaciUient 
AttaciUient 
AttaciUient 
Attacllllent 
Attactwent 
At tlcllllent 
Attacllllent 

-.~J~·~~ w. a .. 'JI/. ..... 
I .... "· AkiCIIIft Acttno Director, aaglatration DiYtaton 

1. l .. p1e Trana•ittal Docu .. nt 2. s .. p1e Title Page for • Newly lub•itted Study J. at•te .. nta of Dati confldentllllty Clai•• •· supp1 .. enta1 Stlt .. ent of D1t1 confidentiality Claims t. a .. p1el of conUdenti•l Attaclull.nu '· s .. ple Good La~r•tory Pr•ctice ltlt ... nte 1. Por!Ut Dla;r .. a for lubll1ttll Plcklgea 1nd lt'oldin 
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ATTACHMeNT l. 

ELEMENTS TO BE INCLUC£0 IN TME TRAN$M!TTAL oor.UMENT• 

'smith ChemicAl corporation 
1234 west Smith Street 
Cincinnati, OH 98765 

Jones Che~icftl C~pany 
•an~- 567~ Wilaon 8lv~ 

covington, XY 56789 

tsmith Chemical Corp. will act aa aole agent for all aub~itters, 

2. Regulatory action in aupport ef which thia package ia aubmitte~ 

uae the EPA i~entification number (e.g, 359•EUP•671 if you 
know it Otherwiee ~escribe the type of request (e,g. experi­
-.ntal use ~rmit, ~ata call•in- of xx•xx-xx ~ate). 

_3. Transmittal ~au 

4. List of submitted studies 

Vol 

Vol 
.,.;: • 

• 
Vol 

• 

•• 

1. Adlllinistrative material• - foma, prev·ioua corres-
pondence with Project Kanagera,_ and ao forth. 

2. Title of flrat 1tudy in the llltllli ttal CG>~ideltne No.1 

n. Title of nth •t~dy in the 1\ltlaittal CG11ideline No.1 

Appliclnta cOMmOnly provide thia 1nforaat1on in a trans­
mittal latter. Thia re•aina an acceptable practice so 
long aa all fo11r eleaenta are included. 

Indicate which of the joint a11t11111ttara ia .. powered to 
act on behalf of all joint •~bnittera in any .. tter con­
earning data coapenaation or •~tlaeq;~ant 11ae or re1ea1e 
of the data. 

-
C:oapany OUictah '11=~------­Aa~~a iionat11re 

C:oapany lillie 1 

C:CIIpany C:ontactt w .. e Phone 

11 



I 

I 
I 
I 
! 
~ 

l 

S~PL£ ST~OY TITLE PAC£ FOR A NEWLY SUBMITT£0 STUO¥ 

Study Title 

!Chemleal name) - Ma;nitudv of Reald~e on Corn 

DIIU Requirement 

Guideline 171-4 

Author 

John c. Davi• 

Study Completed on 

Jan~tary 5, un 

Performing Laboratory 

ABC Agrieultural Laboratorlea 
940 We•t lay Drive 

Wilmington, CA 39897 

Laboratory Pro,eet JD 

.uc 47•79 

Pa;e 1 of a rx Ia the total ftu.ber of pa;•• lft the atudyJ 

.. 



· 1, lie c:laiJII of c:aU'I4entlAlity l<»r P'InA Slnld)(l) (A) ,(B), or !C) 

lie c:laiiD of c:un!ic!Gntlality is.,.... for lrrt info~:~~~Ation CICII'IUir* in tl'lls st.Aiy 

en the t:uis of iU f.ollin; wit.llin the 8C<:pt of PIFIIA SlOidllll (A), (81, or !Cl, 

~~~nt•----------~ra-s~~~~==------------

I~:::::::::::::T:i:U:•:::::::::::::::: __ ~::::::::•:w~na:t:~:::::::::: ..... \ .. 

----
2. Clai• of =ntil'<entiality lll'll»r P'IPM llOidl(l)(AJ, (1), ar CCI. 

Info.,..tion c:la!Md co:onftant!Al on the buia Of iU fallln; within the cope 

of P'IP'M llO!d)(l )(A) 1 (I), IX (C) 11M '-n r•wJIId to a conftanUal apperdix, 

..S is c:iC.C by =ae .. nf•- IUI!ber in the l::lcdy of the s~. 

~·------------------------------------------------
~~~t·-----------ra-s~~"~--~·------------

DIU I 

• 
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ATTACH~ENT 4, 

SUPPLE~ENTAL STATEMENT OF DATA CONFIDENTIALITY C~IMS 

For Any ~ortion of a •~omitted at~dy thAt i1 not deecribed 
by FHRA SlO(dl(li(AI, (81, or (CI, b~t for which you cllil!t 
confidential treAtment on Another bAeis, the followin~ info~a­
tion m"at be incl~ded within A s"~~lementAl StAtement of CAta 
ConfidentiAlity Claiaat · 

o Identify specifically by pa~e and line number(e; each 
portion o! the study !or which yo~ claia confidentiality, 

o etta the reasons why the cited paaeage qualifies for 
confidential treatment. 

o Indicate the length o! time--until a specific date or 
event, or permanently--for which the information aho~ld 
be treated aa confidential, 

· o Identify the measures taken to guard against l.lndaairacl 
disclosure of this information, 

o Describe the extant to which the information has been 
~ disclosed, ancl what preca~tiona have been taken in con­

nection with those disclosures. 

o Enclose copies of any pertinent datar=inationa of confi­
dentiality •ada by EPA, other Federal agencies, or courts 
concerning this information, 

~ ~f you assart that cliacloaura of thia information would 
be likely to raault in aubatantial harmful effects to 
you, claacribe those harmful effects and explain why they 
ahould be viewed as subatantial. 

o If you assert that the information is voluntarily sub• 
aitted, indicate whether you believe disclosure of this 
information might tend to lessen the evailability to 
!PA of st.ilar information in the future, and if ao, how, 
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lhia crt»a r.ference rurcer ia ...-! in the at..Cy 1 

in place of the follcwin; ..crd8 or phrue at the 1 

indicated ~l~ ard ~ references. I 
llEl.£l'll) IGUliS at PI!RASEo, ___ _:!:tl'I~Y:.,:l,::eM~~Cl:.~ycc=1~------------ I 

I 
I 

6 
21 

100 

14 
25 
19 

I<»nti ty of Irwrt In;redient 
• 
• 

FIF'RA IIEP'EIUN:E 

Sl0!c:I)(1)(C) 
• 
• 

I 
I 

'-----------------------------------------------------------------..--1 
Ex!lp1e 2 ( C:Onf idential wsrap!l (.) tNt Mw t.en deleter:l frail the study) 

m.,.,~(S)I 
( 

'I!'Iia Crt»a reference rurcer ia u8er:l in the atOJC!y 
in place of the follcwin; pAn;riph(a) at the 
indicater:l ~~~:~1.- ard page rwferwncea. 

( Rtpror:t..:e the c:le let eel pan;riph! a) !Wrw 
( 

!&.·.~ ltrASCII Pat 1111: lmn'tCII 

2D ~l7 ancripticn err the quality ccntrol pii:'CII:IIU 

FI.W. IIE!'DIN:E 

SlO(c:l) !l)(C) 

. , - 'I!'Iia crcr.a rwf•- rut.er ftCiter:l en a pl-hol<»r 
ljllge 1a ll8ld in IPl- err the follorin; -.hole ~~AQ•• 
at the inclicater:l wl- ancl pa;e rwferwncea. 

mrm JA!IZI Aft atUCMd -.cti.cely behind thia IIAQeo 

Jlir.Ap Pat 'DIE E!tfttCII 

ancdpticn oC pie ' rt IIIAI\Ifact;A-in; p& •• 

15 
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S~~PtE GOOD LABORATORY PRACTIC£ ST~TtM!NTS Exomple 1. 

This st•~Y meets th@ ~eqJi~ements fo~ 40 CFR Pa~t 160 
S•bmitte~ -------------------------------------Sponso~ ---------------------------------------St wc!y Director ------------------------

tumple 2. · 

This st~Cly ~oes not meet the ~equi~~ents of 4C CFR~ 
Part 160, and differs in the following wayl1 1. 

2. 

3. 

Swbmitter ---------------------------------­Sponsor -------------------------------------­St o.~dy Director ----------------------------

Example 3. 

The au~atttar of this sto.~dy was neither the sponaor of this 
st~dy nor conducted it, and does not know whether it haa 
bean conducted in accordance with 40 era Part 160. 

Subaitter ----------------

• 16 

""-- -- ----- ----- -·---·- --·- -- -------------



li 
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ATTACHMENT 7. 

FORMAT OP THE SVBMITTA~ PACKAGE 

~----, _....- TUIIMi ttal DoCUIMIIt, 

UG£ND 

Related A4miniatrative Materiela 
/"' (e,g,, llethod Of S~pport Stat ... ent, etc, l 

-, 
1 Other aateriala abo~t the aybmittal 

I 
(e.g,, • ...,.ariea of group• of ato~dies 

.. - to aid in their review), 
L.-

' ' 
PORIIAT OP SUIMITT£0 ITUOI£S 

Sto~dy title pa;e, .. 

• 

Statement of confidentiality Cla~a. 

GtP and fla;;ln;• atateaenta - aa appropriate. 

-, 
I 

Body of the ato~dy, with ln;lilh 
lan;ya;e tranalation if ~aquired. 

Appendicea to the ato~dy, 

I ... ...r-1 . 
L--r" I .. 

Title Page of the Confidential 
Attacllllent. 

I 
_;_, 

( "" I ·-··· ....... 
- .J-- 1 lllpple•ntal ltateMnt 

I ,... 1• ---- of confidentiality Chima • 
... ..., . 

1 ""-,. • Wll~ Ua;glng r•qllinHnta 
'- .,, are flnaUaed. 

Confidential Attacllllent • 

D 
Docuaenu which aYI\. be 111bllitted at 
appropriate to aeet eetaDlltlled requir ... nte. -, 
1 Do~ .. nte eo~b•ltted at tllbaltter'• option. 

I ,..,...J 17 . 
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AITACHMENT D 

EPA GROUPING OF END-USE PRODUcrS FOR MEETING 
DATA REQUREMENTS FOR REREGISTRATION 

---·-----



EPII.'S tl!rTSU'If IC1' TO~ ENI>-!EE ffiii! r5 cnmiNING ~ lftJI.E ED:; 
snr.rrs PtR RlRKSES OF MEEriN:; ACmE 'IUXICI'lY r:wrA REXPIRD!ENis FCR 
~ 

In an effort to reduce the time, resc:urces ard l'lUIIDar of aniJnals needed to 
fulfill the acute toxicity data requirements for reregistraticra of en:i""USe 
prcducts cc::rrt:ainini the active irgredient prtrescent ..nole f1tR solids, the~ 
CDlSidera:l batdlinq end-use prcxluctS. 'lhis ptc:cess involves groopinq similar 
prcducts for p.u:t m of acute toxicity. Factors CDlSidered in the scrtinq 
pt • include each product's active ard inert irgredients (identity, percent 
o • "I' •itiat and biolc:qical activity), type of fonD.llaticra (e.q., Elllllsifiable 

· m!O:etJLLata, aerosol, wettable pc:wler, qranular, etc.), and labelinq (e.q., 
siqnal ward, usa clasaificaticra, precautionary labelinq, etc.) • 

~. batdlinq of end-use prcxluctS m1taininq p.Itzwoent ..nole f1tR 
solids was net possible after CDlSiderinq the available infomaticra describecl 
aballe. 'Ihe table below lists all the erxl-use products m1taininq prtrescent 
~e eqq solids. n- prcxluctS were either CDlSidered not to be similar for 
p.u:{ as of acute toxicity or the }qercy lacked sufficient il>fomaticra for 
deci sial makinq p.tt{: : sw, Reqistrants of these prcducts are ~ible for 
meetinq the acute. toxicity data requirements for each pro:iuct. 

Raqistxants llllSt generate all the requira:l acute toxiooloqical stucliw for 
each of their pt'Cib::ts. It a registnnt c::hcoses to rely upon previously 
amitt:acl acute toxicity data, he/aha rray do so provida1 that the data base is 
o::qllete and valid by today' a standards <- acceptance criteria attac:bed). 

In dacidinr; hew to~ the product specific data raquirswlts, registrants 
III.ISt follow the directicna qiven in the Data Call-In Notice and its attachments 
au-KSa::~ to the RED. 'Ihe DCI Notice CDJtaizls two Iespa&e forms 'iolhic:h ara to be 
o::qll8ta:l and sul:mitt:acl to the lqerCf within 90 days of ~. 'Ihe first form, 
"Lata Call-In AI £ 1-," asks 1olhathar the· regist:Iant will ~ the data 
~ tar ...:D prtdlct. 'Ihe woud form, ·~status and 
Raqist:Iant's R 1 •-·" lists the prcduct: specific data nq.Urad for each 
pra:Uct, incl~ the stanSiml six acute tnxicity t.ts. A reqistnnt llllSt 
select aw of the following c¢icns: Dallalcpinq Dllta (q,tiat 1) , SUI:mittin; an 
~ St:ul!y (Opticn 4) , Op;radin;J an Existinq SbXI.y (q,tiat 5) or Citirq an 
Eldatin;J St:ul!y (Opticn 6) • Since the end-use products ocrat.aini.ng p.ltrescent 
Wlole eqq .., ids CCIUld net be batdlad, registrants cannot c:hccae traD the 
:rsaininJ cpt.icrwa a:.t llharirq (~ 2) or Offam to o:.t Share (q,tiat 3) • 

BtA ....... 1 ,.,.,__ -~· •• lorwle~tan type 
SOl fclo --· 15.0 Lf..,fd 

4¥6·9 5.0 Li..,fd 

4¥6·10 37.0 Lf..,fd 

4166-11 36.0 Duot 

------ ---- -------
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EPA ACCEPTANCE CRITERIA 
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( 

I. 

3._ 

5. 

6._ 
7. 

8._ 

9. 

10. 

ll.-
11. 

13._ 

15111-10 Prcdua (deDUI)' 

ACCEPTANCE CRITC:RIA 

Prcduc:t name and trade name (if differenl) 

S\.it-d,>:slvn \t 
GuJC1ehne Ref. ~o. 15\8-\IJ 

Dec.mber :•. 1989 

Name. nominal concentrauon. and cerufied limits (upper and lower) for uch acuve 
ingredienl and e.ada inten!;"'n.ally-added 1nen Ingredient 
Name and upper cenifie~ .mn for each impunry or each aroup of impurities present at 
~0.1% by weigbt and Cor cerutn tOtlcologu:ally s ign1ficanc Lmpurities (e.g .• mu:robiat to:t1ns. 
dio~ns. nitrosamilles) present at <0.1% 
Purpose of each active ingredient and each intention.ally-added. inert 
Chemu:a! name from Chemrcal Absrracu Index of Somenclature and Chemical Abmacts 
Service (CAS) Recistry Number for each activo ingredient and. if avarlable. for each 
intenrionally·a4cle4 inen 
Product name. trade n.ame. 1nd common name (if established) for eacb active ingredient Moleculat, structural. and emprrrcal formulas, molecular weiiht or wer&Jit range. and an)· company usi&ned experimental or intern.:al code numbers for eacb. acuve in&rcd1Cftt 
Description of eacll bepnnrn1 marerral rn the monufacrurinl process 

EPA ReliJtration Number if reaisrcred; for other beJinninl matenals. the fnllo"'rng: 
Name and address of manufacturer ur •upplier · 
Br:~nd name.. trade name or commercial desianation 
T .:~.;hnical speatications or !Uta sheets by ,.hich. manufaawer or suppil.:r J ...... : il ...... , 

· ..:nrnposition. propenies or toxicity 
Oenus an~ spccia (and main. subspecres. isolate. ere .. rf applicable) from whrch th< 
biochemical wu iso!ale4 or with whrch rt rs commonly as.ocare4 
Specrftciry of biOCllemical ac:tivrry, the mode oi action. and neld rates at which rhe 
brochemt~l il ac:Uveiproposed (unru aiu'- ere.) 
Silllilan!Jo co rile ucurally.occuninl biochemrcal. if not deriVed from a bioloc;cal •n'"' An updated C'olllldcalial Statement of Formula must be prOVIded (EPA Form SS"IJ . .j '" 
9.-37). 
N!y ltllown or suspecced !Iazard& of the biochemical to man. che emironmenc. or nont>rg« 
speci& 

· Criteria IIIUbll wllll a • arc sapplllllcalal and may no1 be require4 Cor CWI)' s1114y. 

C·21S 



tSIB-11 Muuf>clunoa Proczoo 

ACCEPTANCE ~[A 

S1J~I\1~1on ~ 
GiJtdeline Ref. :-..; 0 _ \.513-tl 

O.c.ember :•. 1989 

t. Description of manufacturing process or extraction, isolation ueps i( obtained from a 
biologJC:al entity. 

Z. Statement of whether batch or continuous process. tf applicable 
3. Relative amount of beginn1n1 matenals and order in which they are a44ed 
4. Descnption of equipment 
S. Description of physical C<lnditions (temperature. pH, pressure. humtdity) C<lntroiled tn <ach 

step aa4 the parameten that are mJtntatned 
6. Statement of whether process irr•ol..-es tntended chemical re.ac:tiol'lS 
7. Flow chan with chemical "'JtUtions for each tntended chemical reaction 
8. Duration of each step of pr=ss 
9. Description of puntlcation pr=dures 

10. Descnption of measures taken to usure quality of final procluct includinl idenury of the 
biological source. if applicable 

11. A clear presentatioft of the stage at 10ohich ineru are intentionally added. if and when any 
ooncentn.tion is effected. the matenal to be: used as the maaufaaurin& use product ; \f"). 
wheth<• liP registration is sought. and "'hether a TCAIIMP is sol4 &lid/or sbtpped. 

-

Criteria 111an.1 wtdl a • ua npplemaual and may not be nqt~ired fOr IMIY· sllldy. 

C·216 
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( 

Sutll..!.i' )"-'~ \I 
Gu1de!!ne Ref. So :~a-1::. 

Dccem~r .1. \ ·."189 

1518-12 Oilamioa of Fonlutioa of UlliDteDdal IIIIP'cdieaa 

1. _ Discussion of formation of impuntiea baud on established chemical theot;' addresmg ; 1 l each impunry which may be present at ;!': 0.1 ~ or was found at ~ 0.1% by product analyses. 
and (2) ceratn toncoloau:ally Slgrulicant impunllea preseat at < 0.1% by wetght 

Criwia mrUcl wtta a • IN NPPI nlll ud 1111)' DOC lie reqlliniiiDr __, RlldJ. 

C·Z17 



I. 

3._ 

J. 

5._ 
6. 

7. 

151&-U Allol¥is of S&mplea 
ACCEPTANCE CR!TER[A 

~ut-<J;\,~,, !'\ \l Gu1de:ilne Ref. :-.a , : a. :J 
~c.em~r :~. ',98~ 

Five or more represenuttve samples (batthes on .,..., of batch process) an.alyzed for <ac~ 

active in&redient and all impuntie:s present at ~ 0.1% 
Deer ... of •=uaLtbolity or closure ~ a 98% An.tl~ concluaed for ceNiD 1rac:e toKJc impurities at !o....,er than 0.1% (examples. 

naroumlne:s in the c:ue of products contammg dJnitroan1line:s or containing secondary or 

rertiary aminesJillbnolamines pha nttmes: pol~h.alogenated dibenzodloxlns and 

dobenzol'llrans) (Note that in the ca5e of nnrosamtnes both fresh and Slored s.amples should 

be analy.ed.f 
Complete and deLtlled description of each srep in analytical method used to analyte abo'• 

samples 
Statement of precision and •=ncy of analytical method used to analyze abo\ce samples 

[denuties •~d quantities (incl•ding mean and standard d..-.ation) pravtdod for each analyted 

ongredient 
The test ma1eml is to be the pureSI pesticidal cnde commercially produced pnor oo 

intenuonal addilion o( tneru. Generally. th11 test material is the same as that usea f,..r 

ctrta1n nnnt.arget and human hazard. teslin& and tS identical 10. o.r equivalent to lhe t~ ... hnu:al 

lflde. ~v dil!ctetlc:es from the test su~unce usca for llazanl tesiiCI sbould be nooeJ 

C-211 



I. 

3. 

-

ISIS-IS Certil!alloo of l...im.J10 

ACCEPTANCE CRITERIA 

5-.~0<:t•tslvn \1 
Gu1deline Ref. ~o !5l9·1~ 

December :~. l9~9 

Upper and. lower cenified limits proposed. for each active ingredient ana intentionally adae!.l 
inen aton1 wtth explanation of how 1he 11ma1 wc:re detemuned. 
Upper certtfied limit propooed for ucb impunty pr...:nt at~ 0.1% and for cem•n 
toldc.olo&ically sipllJicaot impuriues at < 0.1 ~ along wtth explanation of bow ucb 1tm1t " 
determtned 
Analytical metbods to verify cenified hmits of each active ingredient and impunties (Iauer 
not requirecl if exempt from requ1rement of toll.:rance or if generally recoan1zed. as iare by 
FDA) are flllly descrtbed 
AnaJyticaJ methods to verify cenJfled limits ••31id.1tcd as to their precision and accura~.;.· 

C·Zl9 
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~ 

\ 

!Sll~-17 PeysJal a.ad CheU>icaJ Prnpert><:S 

SuNI\I~tun Ciutdel!!'le Ref. So 15:3-l 
Dtcem~r :..l. 1 '1 

Does )'0111 mldy IDOOt tile lollooriz& aa::ept&DCZ criteria? A Color 

a. Phy>ical S~re 

c. Odor 

-
D. ~elung Point 

E. Being Point 

Verbal desctipuon of «>lorauon (or tacit of it) Any interuional coloraucn al.so reported in terms oC Munsell color system 
Verbal descrtption of. phystcal s~te pro,ided u.sing te1'111S such as 'solid. gran"lar. 

votaule liquid' 
B&seci oa vi.su.al inspection at about ~o-.:.s•c 

Verbal description of odor lor lack of it) ustng terms .such as 'garlic-like. 
characterutic o( aromatic compoun1.1s· Oboer-ecl at room temperature 

kcponecl in 'C 
Any oboet"ed decomposnion reported 

Reponed ill •c Pressure uDder which B.P. measured report«! Any oboei'Vecl decomposmon reponeo F.· Density. Bulk Density, Speclllc Cira\'itv Measured at abo111 2(.-:Z.i'C - 0ensltyt11uit 4e11Sity ft!l"necl in rmt 21 the specific lfl'ity Of liqllids IOP"rt<~ "'iih 

refere- 10 water at 2:l'C (NOTE: For a JOiid ill paniculase fol'lll a meas11romont G. Solubility 

-
--

H. Vapor Pres&~ 

of blllll ~ m., be .;ullsUIIIecl for measurement of densiry.l · 
DaamiM4 Ia 4itlilled water. n~nol all4 repraentalMI polar and non-pol•r 

IOMIIII, iadudlallllose used in rormulatioftl and analytiCal metiiOdS for the 
,.rfddt 
MMnNII .u allollt 20-25'C a.porte11 Ia J'lOOIIIl (other 11niu like ppm acceptable il SplrtlliJY JOiuble) 

Meuured aa •25'C (or caklllate4 by eatrapolatioll froiD -IS made 01 Cri~erta lllll'bd w1t11 a • an nppllnlelllll llld may not be reqtdred ror every 1111117, 
C-2:0 



li 

( 

I. pH 

J. S~bility 

K. Flammability 

(. Storage Stabihty 

S .. MiJCibilllJ --
-

Subdl•ls 1on. \1 
Ciuidehne Ref. So. 1518-t~ 

December ~-'. l989 

higher temperature 1f pressure too Jaw to measure at Z..S'C) 
Expenmen~l prOU<Iure descnbed 
Reported 1n mm Hg (torr) or other con\·enuon.al unit5 

~easure4 at about 20-25'C 
Measured foUOW1nJ d1luuon or diSpersion in distilled water 

Sensitivity to metal ions and metal determined 
Stability at aormal and elevated temperatures 
Sensitivity to sunliJhl determtned 

Flash point reponed in 'F or 'C 
Flam•.-~~-~i~n o~ name projection reported to nearest ccntim~e!_E_r r:aearest !_~c:h __ 

Proch&ct stored in its commercial package or smaller one of same construction and 
materials 
Amount or active ingredient determtncd in pro4uct at bepnllinl and end or te.<t 
perio4 (duration or at least one year !ll for a pro4ua wbich de~tades sufOCICnt 
~urauon to suppon expirauon date) 
Any deteriorauon or degradation pro4uctS determined 
Pr<>dua eumined for pny5ical changes at end or test 
Pro4ua stored at about 20-25'C (and SO"l relative humidity if permeable pack"g1ngJ 
!U under warehouse condtuons renecunc expected stOraJe 
Repon includes duration and conditions or storaJe. quantitative analyses or •• u' • 
ingredient, and idenufication or any dcteriorarion. deJrldation pro4uas. or ph\>11011 
chanaea (and consequences or Iauer on safe handl:nl and use or pro4uct) 

Detenlliud II about 20-2.S'C 
Reponed Ill poiMI, s10ta. or other convent>lnal 11ni1S 

0...... u about 20-2.S'C 
Pradua IDIIK willl petroleum sol•ents wiiOSI compositioa refiecls tllose on label >na 
II ral8 1111 llllel 
toclaww •••!M11! l'or separation after 30 miautea 

Criteria marUd wllll a • IN npp' ""1111 and may nol be required l'or ewry sillily. 

C-:Ul 
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0 CJrrosion Cb..aracteruucs 

Sub<ll\lSIOI'l \.1 
GuJde!!ne Ref. So 15!3-l-:" 

D=:mb<r :•. 1989 

Dat4 on corrosiOn characteruucs prov1ded rexpenment.tl method de:s.cnbcd) Q!. reasonable expl,aa.ation g1ven for lack of corros,venes.s bue4 on na,ure of prOd~,;ct (e.g., Jack of extreme pH; unreacu"eJ 
P OctanoLWaler Panit;on Coeffldent 

Measured at about ~0.2S'C 
Experimen'-IIY aerenn1ned and atsa1p110n of proadure pvided (preferred mc•noo-45 Fed. RegiSter 77350) 
Da,. supponing reponed value proVided 

Criteria awUtl willa a • ue sapple1Dnlal Ud 111ay - be reqalnd lbr "'et'f ltudf. 
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( 

t._ 

3. 
~ . ·--5._ 
6. 

8. 
9.· __ 

to.•_ 

1528-!0 Aaatc Onl Toxicity 

ACCEP'TANCE CRm:JUA 

S~,~bet\lSIO!'! _\1. 
Guideline Ref. So. 1~:9-10 

Dee<mber :<. 1989 

Technical fonn of 1he acc!Ve ingred1en1 1<s1ed. (for reregi.m11ioo only) 
AI luSl 5 youna adult ralSISCJ~&roup 
DosinJ, single oral dose or in Cn.cuoru o'r·er =~ houn. 
Vehicle control if other than water. 
Doses cesled. sumcieol 10 de1enn1ne a IOlll<liY ca11gy or a limil dose (5000 m,·1lgJ. 
Individual observations at least once a. day. 
Observation period to Last at least l~ days. or until aU test animals appear normal -.·hiche\c=r 
is loncer. 
IndividUAl daily obse...alions. 
IndividUAl body we1gh1S. 
Gross necropsy on all animals. 

Cliterfa liWbcl witb a • .,. sapple-.tal llld may 1101 be reqllired tor every sllldy. 

C·223 
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I. 

J.•_ 
J. 
s._ 
6.·_ .. 
8. 
9._ 
10._ 

ACCEPTANCE CRITERlA 

Swt'-l..ii\'oSICi! \f Guideline Ref. So l~:3-lt 
Dec.em~r :J. :'~q 

Technical fomt of I he active ingredi<onl tested. 1 for reregutratton only) AI least S animals/sex/group Rats 200.300 gm.. rabbits 2.0.3.0 kg or gu1neo pigs 350450 lfll· Dosinf. single dei"I!IAL 
Dosing duratton al least 24 hours. Vehicle control. only it toxictry of vehtcle is unknown. Doses tested. sutncient to determine ~ tO:tJcoty cat ago~ or a limit dose (2CO'J mg. kg) . 
Applicuion site clipped or lhaved at least :J hours before dosing Application site at least 10% of body )urfa~.:c area. 

. 
Application site covered With a pc:~rous nontrruauna CO\'er to retain tes1 material and to 
prevent ingestion. I 1. _ Individual ~bserYalions at least ona. • ~o;·. ·-- - · I!.._- Obse,..,..,.!H period to last at Jus1 l-' IJJ~"----Of U"tr' ;~II test animals !PJ"UT normal '*'hlchever 
is longer. 

13. lndivid111f daily obseMiions. IJ. ·-- lndividll.ll llody wetghts. IS. • _ Gross n=opsy on all animals. 

Ctimia IIIUbd wllll a • are npplelllealll and may no1 be requirecl l'of ewry s1114y, 

C·lZ-' 



I 

I 

I. 
2. 

J.• __ 
~.· __ 
s .• 
6. 
7. 
8. 
9. -

10. -

ll. 
lZ._ 

IJ. 
1.;.•_ 
ts.•_ 

152B-U Aauc IAJWatioa Tcmc;ty 

ACCEPTANCE CRrl'ERIA 

Su.bdl\lSiOn ~ 
Gu1deline Ref. So. 1~:8.\~ 

Decem~r :.a.. 19'89 

Technical lorm or lite active ingredient tested. (Cor reregistration only) 
Product fs a JU. a solid which may produce a s1gnaficant vapor hazard based on to"tacH~· ana expected usc or contaills particles o( anhalible s1ze ror man (aerodynamic: diameter 15 um or less). 
At least 5 youn1 adult ra~group. 
DosinJ. at least 4 noun by inhalauon. 
Chamber air now dynamic. at least 10 air changesihour. at least 19% o.y1en content. Chamber temperature, 22" C (~2"), relative humidity o&Q.60~. 
Monitor rate or air now. 
Monitor actual c:cncentrations of test nucenal in breathin& zane. 
Motor ·•roclytlamic pamcle size Cor aerosols. · Doses tested. sumc:ient to determine a to:ucity category or a limit dose (5 tn~!J.. actual concentration or resptrable substance 1. 
Individual observauons at least once a day. 
Observauon pei'IOCito last at least 1~ d•Y'· or until all test animals appear normal ~~~•-he'<r is longer. 
IndiVIdual daily observations. 
Individual body weilhts. 
Cross necropoy oa all 1Ai1111ls. 

Crileria IIIUUd wttll a • an A,.....W aad may DOt be required lbr '""7 stud)'. 

c.ru 



I , --
J.• __ 
J. 
s.·_ 

6. 
1. 
8. 

9. 

152B-!3 Prillwy E)"' tm~uoa 
ACC£PTANCE CRrrER.!A 

Technical form o( 'be active in_&redienl tested. cror reregistration only>. 
1 

Study not requlred if m:uerul 1.5. <:erTOSive. catUeS Soe"Vete d:ermal imtauon or has a pH of s; z 
or ~ 11.5. 
6 adult rabbits 
DosinC. instillation into th.e conjuncti~al sac of one eye per animal. 
Dose. 0.1 ml if a Uqu1<1: 0.1 ml or 001 more 1han tOO mg if a solid. putc or 'IICula~e 

subStanee. 
Solid or cnnu~r test material ground 10 • fine dust. 
Eves not wuhed for at least Z-1 hour>. Eyes examined and &nded for lltllallfJn before dO>Inl aDd at I, 24, 48 aDd 1l hr. then da.l~ 

until 0)"01 are normal or 21 day. (wh1t!tever is shoner). 
ln<1tVI<Iual_ ~aly .9!'>Ct'!&llons. 

Criteria awted will I • ue aapp I 1111 IIW aDd lillY 1101 1M reqlllnll tiDr ..a)' l1¥4Y. 
C·:!l6 
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!._ 
' -·-J.• __ 
~. 

S. 
6. 
7. 
8. 
9. 
10._ 

It.•_ 
tz.·_ 

• 

IS2B-!4 P1imazy Dennal lrn~Lloo 

ACCEPTANCE CRmoRIA 

SuN1\ ~.vn \1 
Gu1d.ehne Ref. '-.io. ! :3·l4 

De~mb-er ~. t989 

Technical form of the active ingredient tested ((or reregistration only) 
Study not required ll matenal IS corrosove or has a pH or s 2 or ~ ll.S. 
6 adult aninals. 
Dosinl. single dermal. 
Dosin& duration 4 houn. 
Application site shaved or clipped at least :4 hour prior to dosin&. 
Application site appro1Dmately 6 ·em'. 
Application site covered ..,th a gauze patch held in place with oontrti~ting tape 
~ateriaJ removed. washed with water • ..,ithou.t trauma to application sue 
Applicatioo site examined and graded ror irn~uoo at I. 24, 48 and 72 br. then daoly unto I 
normal or 14 days (whtchever is shonen 
lndivtdW'I Obsel"o'atiO!IS ror the enure day or doSing. 
Individual daily observations. 

Crirerla IIWk8d wtlll a • .,. ~applrmralll 114 may ao1 .,. required lot ewry sllldJ. 
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l. , 
3. 

~. 

s.•_ 
6. 
7.'_ 

S·..:bUi'l)i0n \1 GuujeJJne Ref. 'v :~:a-ts 
D<e<mber :•. ·,989 

Technical form or <he active ingredien< 1es1ed. (for reregimarion only) Study not required ,r ma<en.al .. wrros!'e or ha.s a pH or s 2 or ~ 11.5. One or llle foiiOW!nl me<hods is UlihzeJ: _ Freund's a:>mplete adjuvant test _ Guinea pia nwamiZation test _ Split adjiiVInt technique _ Buehler test 
_Open epicut.oneous test _ 1-Uuer optilllizauon test _ Footpad leCIIDique in guinea P'l _ Other test accepted by OECO (specli'y)'---­Complete de:sctlption of test 
Reference for test. 
Test follOwed essentially u desrnl>ed 1n reference documenL Postllve centro! include4. 

Criwia nwbd will a • are MPPirmn'IIIIIICI may 110t be reqldnd lbr every stUdy. 
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AITACHMENT F 

UST OF ALL REGISTRANTS SENT TinS DATA CALL-IN NOTICE 



Co. Hl'. Coapany HaJI8 - IIJAGIA, IIC. 

i 

I 
I 

--------

United States Environmental Protection Agency Washington, D. c. 20460 LIST OF ALL REGISTRANTS SENT THIS DATA CALL-IN NOTICE 
case I and Haae: 4079 Putrescent whole egg solids Additional Name Address City r. State 

&SOQ PILLS&URY AV£. SOUlK MUINEA.POLIS MM 

• 

Page 1 ot 

Zip 

5')420 
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ATTACHMENT G 

COST SHARE AND DATA COMPENSATION FORMS 

---



I 

United Stltll Envlronmentll Protec:11on Agency Form A'''h'•d 

&EPA Wuhlngton, oc 20460 
CERTIFICATION WITH RESPECT TO 

OWl Ho. 2CI10·01 Cll 

DATA COMPENSATION REQUIREMENTS Aprtronl EzJiru 12·l1·12 

~ublie repon1ng burden fot 1~1.$ eoUeetJon of in10IT'!"l..tl0n iJ tstimattd to avera;t 15 mtnutes per response; incll.ldln" t.,.lor review.ng tnstrvctcns, surching uistlfiQ dati sourcu, g1thering and matntaintng the data heeded. anc • 
co~eting 1nd rev,.wing the coiled en ot inlormatcn. Send corrrnents regarding the bYrden utimate or eny othtr asped ot thiS coi!Ktien ot information, lnclyding su;gutJons tor reducing this bYrden, to Chief, lntormation Poltcy Btancll, PM-223, u.s. Erwinonmental ProtectiOn Agency, 401 M St .. s.w., Wuhingten, DC 20460: and to the on.ce ot Manage men! and Budget, Paperworto RlductJon Project (207o-o1 06), Wuhington. DC 20503. 
P/1111 fill In 11/anka below. 

C.lftJOftJ ...... 
Produ.c:t Name EPA Roa. No. 

I C.rtlly that: 

1. F« etch $1udy Cited in su~rt ol registratiOn or reregistratiOn undtr tht Fedtrallnsedicldt, FungiCide and Redtnticidt Act (FIFFIA) that is an uclusrvt use study, lam the or;gtnat data submiTter. or I havt oblatned the -
wrlften permiSSion of tha original data SUDmitter to Cite that study. 

2. That tor ttcll study dttd in su~rt of r~istration or rer~istrat/on undtr FIFRA tl'lll is NOT an exclusive use 
$1udy. I am 11'11 anginal data submi!ttr, or ll'llvt obtained tl'lt wntttn permissiOn ot tl'll original dati sucmmer, or 1 l'llvt nctMitd in wrtirig thl co~ny(ill) that submitted data II'IIVI Cilld and I'\IVI Ofltred to: (I) Pay 
compensatiOn tor those dill in ac=rdanct w~l'l sectiOns 3(C)(t)(0) and 3(C)(2)(0) ol FIFRA: lnd (b) Comn:t~nct negotiatiOn to determine whiel'l dill art subject to tht compensation requiterntnr of FIFRA and tl'lt amount ot 
~nulion '*''· 1 IllY· The QOII'CIIIIiellllavt not~itd .,.: 

-----·-·-··-··-- ----------- ... --- ----- -- . - -- -

I I The oo~itl who llavt IUI:Imllltd 111111\Jdita listed on tl'lt back of filii foml or lltaclltd 
11'11111. or inCficattcl on U'll lllaclllcl "R~q~~iremtnra Status and Rtgiltranra· Reaponsa Form." 

3. Thllll'llvt ~COII1l .. cl will HCIIon 3(C)(1)(0) of FIFRA lortl'llllllclitllllavt Cltd In ll4lPOrt of 
~illrttlon or rtrtQI-1110(1 unc1tr 111"""-......... Dell 

Ha- 1011 nae ,..._ r,. itt -., 

· GENERAL OFFER TO PAY: I fllrlllr IIIIer lllcl~grtt ID pay CD"11ff''lllon to 01,.., pet10111, will rt;lld to 11'11 rt;illrttion 0t rtrtgi11r111on o1 my~ to 1111 11!1111 r~q~~irtcl by ~FAA HC11on13(C:)(1)(0) lllcl3(c:)(l)(0). ......... Dale 

..... ..... nae ,..._ T.,.• ,_ 

U& ,.,. 117W1 , ..... -------
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Unlttd Statu Environmental Protoctlon Agency Forrn Ap,rowed ft. EPA wunington, OC 20460 
,., CERTIFICATION OF OFFER TO COST OWl Ho. 20?0..0,01 

SHARE IN THE DEVELOPMENT OF OATA ApJtGYII E111lr•• U·l,·l2 

Public: rtpoMing i:>Yrden tor tnt.! ccliectiOn ot informatiOn is ostirn<~ttd to. average tS m1,....tts per response. ircludir.g 
11/T\t for rtVltwlng 1nstrud10ns. surcn1ng txisling dill SO<Jrcts. gltlltnng and rn<~1nta1nlng tnt data r"lttdtd. and 
CCJ1'1)ltting and reviewing tnt CCiitdicn ot illformalion. Stnd CCrTVnents regarding tnt i:>Yrdtn tstimatt or any otner 
aspect of tniS cclieclicn ot informatiOn, including suggestions for rtdueing tillS I:>Yrcltn. to Cniet, infOrmation Policy 
Br1nen. PM-223, U.S. Env~onmental PrcttciiOn Agency, 401 M St., S.W., Wasnington, OC 20460; and to tne OffiCe 
ot Mll'llgtmtnl and Budgtt. Paperwork RtduCIJon Prcjtcl (2070.0105), wunington, OC 20503. 

Pf .. ae nn In !>lanka below. 

C."'!f"'' ..... 

Pro-duct Name EPA Reg. No. 

1 Cenify tl'lat: 

My company is willing to develop and submit tl'le data required by E"A uncltr tl'le autl'lority of tl'le F'tderal 
Insecticide, F'ungicide and Rodenticide Act (FIFRA), if necessary. However, my company would prefer to 
enttr into an agreement witl'l one or mort rtgistrants to develop jointly or snare in tl'le cost of developing 
data. 

My firm has offered in writing to enttr into such an agrnment. That offer was irrevocable and included an 
offer to be ~und by arbitration decision under section 3(c)(2)(B)(Iii) of FIFRA If final agrttment on all 
terms could not bt reacl'lld otherwise. This offer was madt to tl'lt following firrn(s) on tl'lt following 
date(s): 

NtMt of Ptn.(o) Dole tl OHtf 

. 

Clr:tllialililtr 
f osttJy 1111t f 1111. CUy IUII'IoriZtd to rtPfl..,. lilt ~ named lbovt, anclllllt lilt lllttmtnllllllt I h&vt made on 
IIIia form IIICIIIIIIIChmtnlllhtttii'IIIWIIUe, _,rllt, and C0/11)1tte. I ~ llllt q knowiiQiy I&JSI or . 
misltlding stii-I'C may bt punillllble by lint Of imprfsoMlti'C Of both undtr IPIIIicll:ilt law. 

lltoolurt tl C:..Joor'o Aulllt- .. ., .......... Dell 

Nt- ... nue ,,.. .. , · r,. ., llriiiQ 

UAP-117toU 
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\..S e,r .... r;~!"'.-,,.._., oil•:·e~ :: .. ..,.,r-=y .:O.;.st:a:.or: ~:.at1C:&!:: •::r lc;A ~ r""" '""',.' 

WU/'III'IQ'Uif"'. 0C 2C4&J 

~-- A.c::•::-..el!l SEPA Prodwct Specific 
~.va •?::o:-.xs Data Re~ort 
~~'ru •t.~\1 

T.,tJ,"; . .,ot I l&l'l"'=c,.,.,"l'fii"IQ~ 1'o.t £"A. Uae o"'<Qw•recl IQr ~y i O.:a ~"'"'1'0'1''"'~1 !:ly . Only) 
Ji'eQ11'1T1 tlOf"' 

~roc21.0=t lii'IICI I 
I 

S...orrHrtH'IQ :lata 
.t.cc.U1QI"I 

~llt!"!INQ 
~~ 01 Test ...... 

I Ccn; '-'!~ ;o No ( Alme/tetd) 
1"\IJIT'Iiar, (~llOrtiCI•) ~llO.ICw) 
1..1&""'"10 

See. 1 58. 120 ' 

Product 
~istrv .,., ldeMI'I"f ~ W'lar~''"'fl 

81·2(a) St.a11me1'11 01' comOoln,on 
l1·2(b) O.scuu.on Of ~1001'1 Of ·~eG''"~ 12·1 ~lli""U'IAN ~~ 
82-2 C.t"trlicaco"' ot ,.,,.,1'!1 
82-3 Atlal'l!lcai meii"'OCII fOt ll'lfOfl:etne"l IH't"'rf't 1).2 Color 
1).3 ..;;e., lt.lfl .,.. COo• 
113-5 ..... "-..;o;,;,. 
113-8 lo•lif.a Do~.., 

-113-1 ee"l.f\t~ Dwrll~el'lllf¥ w a;;edic~ 113-8 Soho~DII1tv 
1).1 v.- .. ._.. 

U10 OfNOCtltiOf'l OOf"'SIInt 
113-11 0ctai"IOIIweter l!laftltiOf'l c:IOI'ffiCJII'It 
U12 ... . 1).13 StaDol"" a.,. OuC:hi•"~J rMWCif'ICI ,..U'tJOI't 
1).15 Ff&mi"P''IDIIIN 
1).11 uDIOCIOIIoi"" 
1).11 S1or8C-, nullifY 
1).11 ,._ 
a.•• .......... 
13-:10 

Cor...-Olot--1).21 o; .. _.. ..... __ 
Sec. 151.135 
ToxicQI""" 

It-! ---.. ,,., --......,.-7ratT-.DfR ..... ... ..... I 

I -., .. ..... -.... "" ·-,, .. ConN!• I I 

Ce111ncauon I certify that the statements I have made on this form and all attac:l'lrnantS ltlarato are. 
' 

· true, accurate, and complete. I acknowtedga that ltf'J knowingly falla or misleading statement may be punishable by fine or imprisonment or bOth under apprable JaW, 

,TIP" I 111M 
lllll 

··--~·Mil"--·-



I 
Un1ted Stai:eS 
Environmental ProtectiOn 
Agency 

Ot!i::e of Prevent1or., Pest1::1des .2. 1 T- ~:ox­
And Tox1c Substances June 1992 
iH·7508W) 

&EPA R.E.D. FACTS 

Pesticide 
Reregistration 

-

Use Profile 

Regulatory 
History 

Putrescent Whole Egg 
Solids 

All pesticides sold c;>r used in the United States must be registered by 

EPA, based on scientific studies showing that they can be used without 
posing unreasonable risks to people or the environment. Because of 
advances in scientific knowledge, the law requires that pesticides which 
were first registered years ago be n:.registered to ensure that they meet 
today's more stringent standards. 

In ewluating pesticides for reregistration, EPA obtains and reviews a 
complete set of studies from pesticide producers, showing the human health 
and environmental effects of each pesticide. The Agency imposes any 
regulatory controls that are needed to effectively manage each pesticide's 
risks. EPA then reregisters pesticides that can be used without posing 
undue hazards to human health or the environment. 

When a pesticide is eligible for reregistration, EPA announces Uris 
and explains why in a Reregistration Eligibility Document, or RED. This 
filet sheet summarizes the information in the RED for putrescent whole egg 

solids. 

Putrescent whole egg solids are an active ingredient in pesticide 
producl3 registered for use as animal repellents to protect a variety of trees 

and shrubs. These products are used in nurseries, laJge gteenhouses and 
forestry plantations, on a variety of forest, fruit and nut trees, conifers and 
ornamental woody shrubs. They are applied in dust or liquid form to 
seedlings or full-grown trees and shrubs to repel black- and white-tailed 

deer, Roosevelt elk, and mountain bea'Jer. 

EPA registered the first pesticide product containin& putrescent whole 
eg solids as an active ingredient in 1975. Currently, six repellent 
products containing this active ingredient are registered. In 1985, EPA 
ellelllJited putrescent whole egg solids from the requirement of a tolerance 

when used as an animal repellent in or on almonds (see 40 CFR 
180.1071). Fresh eggs and egg products are "generally recognized as 
safe, • or GRAS (see 21 CFR 170.3). 
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Human Health 
And Environmental 

Assessment 

Additional Data 
Required 

Product Labeling 
Changes Required 

Regulatory 
Conclusion 

For More 
Information 

Although EPA has developed a set of data requirements for 
reregistration, the Agency believes there is a category of pesticides for 

which a reduced set of data requirements are appropriate. Such pesticides 

may be exempt from the usual generic data requirements for toxicology, 
residue chemistry, human exposure, ecological effects and environmental 
fate, without compromising human health or environmental safety. 
However, some data requirements (such as basic product identity and 
product chemistry data) usually are essential, and generally will not be 
waived. 

Putrescent whole egg solids are in this category of pesticides, and 
EPA is waiving most of the generic data requirements for their 
reregistration. Egg solids are a common human food. Putrescent whole 
egg solids (including inedible egg powder, dried whole egg and powdered 
inedible egg solids) are produced from eggs that the U.S. Department of 
Agriculture has declared inedible for human consumption due to cracked 
shells or imperfections. They are, therefore, a natural product, high in 
protein, fat, vitamins and minerals. 

Used as pesticides, putrescent whole egg solids have a non-toxic 
mode of action for repelling animals. They are presumed to be non­

persistent since they are organic and are known to rapidly degrade in the 
environment. EPA has received no reports of adverse effects resulting 
from their use. The Agency believes that no significant adverse effects to 

humans or the environment are associated with the use of putrescent whole 

egg solids as pesticides. 

EPA is not requiring the submission of additional generic data for the 

active ingredient putrescent whole egg solids. Hcr.vever, EPA is requiring 

the submission of product specific data (product chemistry, acute toxicity 

and efllcacy). These studies are being required now, through the RED. 

The labels of putrescent whole egg solid pesticide products must 

comply with EPA's current pesticide labeling requirements. 

+ The registered animal repellent uses of putrescent whole egg 
solids are not l.i.kely to cause unreasonable adverse effects in people or the 

environment, and are eligible for reregistration. 

• The six registered products that contain putrescent whole egg 
solids as their only active ingredient will be reregistered once product­

specific dala and amended labeling are received and accepted by EPA. 

EPA is requestin& public commaits on the Reregistration Eligibility 

Document (RED) for putrescent whole ca solids durin& a 60-day time 

period, as announced in a Notice of Availability publisbed in the federal 

z 
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Register. To obtain a ropy of the RED or to submit written romments, 
please contact the Public Response and Program Resources Branch, Field 
Operations Division (H-7506C), Office of Pesticide Programs (OPP), US 
EPA, Washington, DC 20460, telephone 703-305-5805. 

In the future, the putrescent whole egg solids RED will be available 
from the National Technical Information Service (NTIS), 5285 Port Royal 
Road, Springfield, VA 22161, telephone 703-487-4650. 

For more information about putrescent whole egg solids or about 
EPA's pesticide reregistration program, please rontact the Special Review 
and Reregistration Division (H-7508W), OPP, US EPA, Washington, DC 
20460, telephone 703-308-8000. For information about reregistration of 
individual putrescent whole egg solids products, please contact the 
Registration Division, PM-14 (H-7505C), 0PP, US EPA, Washington, DC 
20460, telephone 703-305-6600. 

For information about the health effects of pesticides, or for 
assistance in recognizing and managing pesticide poisoning symptoms, 
please contact the National Pesticides Telecommunications Network 
·~- Call toll-free 1-800-858-IJ78, 24 hours a day, seven days a 
week, or Fax your inquiry to 806-743-3694. 


